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Highlights 



49700 Mortgage Insurance HUD/FHC proposes rules for 
additional facilities for non-resident care of elderly 
individuals; comments by 10-23-79 

49651 Onshore Production Wells DOE/FERC sets 

ceiling prices and amends requirements; effective 

8- 20-79 

49656 Stripper Well Natural Gas DOE/FERC establishes 
ceiling prices and special rules; effective 8-22-79 

50002 Young Adult Conservation Corps Labor/ETA 
sets requirements for funding, establishment, 
location, operation, and management; effective 

9- 24-79 (Part VIII of this issue) 

49994 Grants and Programs HUD/CPD establishes 
requirements for funding financial settlements of 
projects; effective 10-1-79 (Part VI of this issue) 

49694 School Breakfast and Lunch Programs USDA/ 
FNS extends comment period regarding minimum 
nutritional standards; comments by 10-6-79 

49696 Consumer Products DOE solicits comments in 
developing energy efficiency standards; comments 
by 10-23-79 


CONTINUED INSIDE 
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Highlights 


50012, Uranium Mill Tailings NRC amends regulations to 
50015 conform to requirements; effective 8-24-79 (Part IX 
of this issue) (2 documents) 

49998 Public Utility Policies DOE/ERA intends to 
establish Federal requirements (Part VII of this 
issue) 

49844 Hospital Devices HEW/FDA classifies medical 
devices (Part III of this issue) (100 documents) 

49956 Special Counsel MSPB sets procedures for the 
receipt and investigation; comments by 10-30-79 
(Part IV of this issue) 

49644 National Security Information EXIMBANK 
revises regulations relating to classification, 
downgrading, declassification, and safeguarding; 
effective 12-1-78 

49641 Recruitment, Selection, and Placement OPM 

requires Federal agencies to notify State Job Service 
Offices of vacancies; effective 8-24-79 

49699 Radiological Health HEW/FDA proposes 

requirements to manufacturers of radio frequency 
sealers and electromagnetic induction heating 
equipment; comments by 10-23-79 

49687 Inspection Service Authority PS amends mail 
cover regulations; effective 8-24-79 

49650 Franchising and Business Opportunity Ventures 

FTC finalizes guides for Trade Regulation Rule on 
Disclosure Requirements and Prohibitions; effective 
10-21-79 

49687 Bulk Mailing PS extends comments period on 

proposed revised regulations; comments by 8-31-79 

49665 Vitamin and Mineral Products HEW/FDA 

corrects provisions concerning saccharin use and 
labeling; effective 8-24-79 

49823 Sunshine Act Meetings 

Separate Parts of This Issue 

49826 Part II, Labor/ESA 
49844 Part III, HEW/FDA 
49956 Part IV, MSPB 
49966 Part V, FTC 
49994 Part VI, HUD/CPD 
49998 Part VII, DOE/ERA 
50002 Part VIII, Labor/ETA 
50012 Part IX, NRC 
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MEETINGS ANNOUNCED IN THIS ISSUE 


CIVIL RIGHTS COMMISSION 
49709 Mississippi Advisory Committee. 9-12-79 
49709 New Jersey Advisory Committee. 9-13-79 
49709 Washington Advisory Committee. 9-14-79 
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This section ol the FEDERAL REGISTER 
contains regulatory documents having 
general applicability and legal effect most 
of which are keyed to and codified in 
the Code of Federal Regulations, which is 
published under 50 titles pursuant to 44 
U.S.C. 1510. 

The Code of Federal Regulations is sold 
by the Superintendent of Documents. 

Prices of new books are listed in the 
first FEDERAL REGISTER issue of each 
month. 


OFFICE OF PERSONNEL 
MANAGEMENT 

5 CFR Part 330 

Recruitment, Selection, and Placement 
(General) 

agency: Office of Personnel 

Management. 

action: Final Regulations. 

summary: This final regulation requires 
Federal agencies to notify State Job 
Service Offices and the Office of 
Personnel Management of vacancies in 
the competitive service which they 
intend to fill from outside the Federal 
service other than through competitive 
examinations or with persons eligible 
for noncompetitive appointment. This 
requirement is specifically included in 
the Civil Service Reform Act of 1978. 
section 309 (5 U.S.C. 3327). 

EFFECTIVE DATE: August 24. 1979. 

FOR FURTHER INFORMATION CONTACT: 
Allan W. Howerton, Chief, Recruitment 
Management, Staffing Services, Office of 
Personnel Management, Washington, 
D.C. 20415. (202) 632-6013. 
SUPPLEMENTARY INFORMATION: On 
January 19,1979. the Office of Personnel 
Management published an interim 
regulation to implement this requirement 
of the Civil Service Reform Act (44 FR 
6325) and invited comments from the 
public. Comments were received from 
six organizations and Federal agencies. 
Several comments raise questions 
concerning the coverage of the 
regulation, but discussion with those 
agencies indicates that the regulation is 
sufficiently clear in its definition of 
which vacancies are to be reported. 

Most comments concerned the 
administrative workload involved in 
notifying a number of local Job Service 
Offices of each covered vacancy. This 
workload, however, appears to be 


unavoidable under the language of the 
statutory requirement. Neither the U.S. 
Employment Service nor the Office 
Personnel Management is in a position 
to provide consolidated distribution 
services for such vacancy notifications. 
Two respondents suggested that 
required notification be expanded to 
include exclusive union bargaining 
representatives and organizations 
representing women, minorities, 
veterans, and the handicapped. 
Notification of some of these groups is 
common practice. Determinations of 
which groups to contact are properly 
made at the discretion of the Federal 
agency concerned and should not be 
prescribed in regulation. 

In response to questions, to clarify the 
meaning of the phrase "rehiring of 
former Federal employees" in the 
interim regulation, we have substituted 
"hiring a person who is eligible for 
career service entry without competitive 
examination." Since by statute or other 
authority Vietnam era veterans, certain 
disabled veterans, career employees, 
and certain other specific groups may be 
hired for the career service without open 
competition with other candidates, it 
would be improper to solicit other 
applicants in such circumstances. 

Office of Personnel Management. 

Beverly M. Jones. 

Issuance System Manager. 

Accordingly, the Office of Personnel 
Management is adding § 330.102 to 5 
CFR Part 330 as set out below: 

§ 330.102 Notification of vacancies to 
State Job Service and Office of Personnel 
Management. 

Federal agencies (as defined in 5 USC 
5102(a)(1)) must notify State Job Service 
offices and the Office of Personnel 
Management of vacant positions in the 
competitive service which they intend to 
fill from outside the Federal service, 
other than through competitive 
examinations or hiring a person who is 
eligible for career service entry without 
competitive examination. Such 
notification must indicate the period 
during which applications will be 
accepted. 

(5 USC 3327) 

|FR Doc. 79-28388 Filed 8-23-79:8:45 oni| 

BILLING CODE 8325-01-M 


DEPARTMENT OF AGRICULTURE 
Agricultural Marketing Service 

7 CFR Part 910 
l Lemon Regulation 2131 

Lemons Grown in California and 
Arizona; Limitation of Handling 

agency: Agricultural Marketing Service, 
USDA. 

action: Final rule. 

summary: This regulation establishes 
the quantity of fresh Califomia-Arizona 
lemons that may be shipped to market 
during the period August 26-September 
1,1979. Such action is needed to provide 
for orderly marketing of fresh lemons for 
this period due to the marketing 
situation confronting the lemon industry. 
EFFECTIVE DATE: August 26,1979. 

FOR FURTHER INFORMATION CONTACT: 
Malvin E. McGaha, 202-447-5975. 
SUPPLEMENTARY INFORMATION: Findings . 
This regulation is issued under the 
marketing agreement, as amended, and 
Order No. 910, as amended (7 CFR Part 
910), regulating the handling of lemons 
grown in California and Arizona. The 
agreement and order are effective under 
the Agricultural Marketing Agreement 
Act of 1937, as amended (7 U.S.C. 601- 
674). The action is based upon the 
recommendations and information 
submitted by the Lemon Administrative 
Committee, and upon other information. 
It is hereby found that this action will 
tend to effectuate the declared policy of 
the act. 

The committee met on August 21, 

1979, to consider supply and market 
conditions and other factors affecting 
the need for regulation and 
recommended a quantity of lemons 
deemed advisable to be handled during 
the specified week. The committee 
reports the demand for lemons is easier. 

It is further found that it is 
impracticable and contrary to the public 
interest to give preliminary notice, 
engage in public rulemaking, and 
postpone the effective date until 30 days 
after publication in the Federal Register 
(5 U.S.C. 553), because of insufficient 
time between the date when information 
became available upon which this 
regulation is based and the effective 
date necessary to effectuate the 
declared policy of the act. Interested 
persons were given an opportunity to 
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submit information and views on the 
regulation at an open meeting. It is 
necessary to effectuate the declared 
purposes of the act to make these 
regulatory provisions effective as 
specified, and handlers have been 
apprised of such provisions and the 
effective time. 

Further, in accordance with 
procedures in Executive Order 12044, 
the emergency nature of this regulation 
warrants publication without 
opportunity for further public comment. 
The regulation has not been classified 
significant under USDA criteria for 
implementing the Executive Order. An 
Impact Analysis is available from 
Malvin E. McGaha. 202^47-5975. 

§ 910.513 Lemon Regulation 213. 

Order, (a) The quantity of lemons 
grown in California and Arizona which 
may be handled during the period 
August 20.1979, through September 1. 
1979. is established at 225,000 cartons. 

(b) As used in this section, “handled" 
and “carton(s)" mean the same as 
defined in the marketing order. 

(Secs. 1-19. 48 Stat. 31. as amended; 7 U.S.C. 
601-674) 

Dated: August 22, 1979. 

D. S. Kuryloski, 

Acting Director, Fruit and Vegetable 
Division, Agricultural Marketing Service. 

|FR Doc 79-28601 Filed 8-23-79; 8:45 am) 

BILLING COD€ 3410-02-M 


7 CFR Part 993 

Dried Prunes Produced in California; 
Salable Percentages Established 

agency: Agricultural Marketing Service, 
USDA. 

action: Final rule. 

summary: This regulation establishes a 
salable percentage of 100 percent and a 
reserve percentage of 0 percent for the 
crop year which begins August 1,1979. 
dates: Effective August 1,1979, through 
July 31.1980, 

FOR FURTHER INFORMATION CONTACT: 

William J. Higgins (202) 447-5053. 
SUPPLEMENTARY INFORMATION: Findings. 
Pursuant to the marketing agreement, as 
amended, and Order No. 993, as 
amended (7 CFR 993). regulating the 
handling of dried prunes produced in 
California, effective under the 
Agricultural Marketing Agreement Act 
of 1937, as amended (7 U.S.C. 601-674), 
and upon the basis of the 
recommendations and information 
submitted by the Prune Administrative 
Committee established under this order, 
it is found that the salable percentage 
• for the 1979-80 crop year should be 


established at 100 percent and the 
reserve percentage established at 0 
percent. 

The Committee’s recommendations 
are based on its estimate that 
California’s 1979 dried prune production 
would approximate 123,600 tons. 

Carryin on August 1.1979. the beginning 
of the 1979-80 crop year, was estimated 
to be about 27,510 tons, for a total 
available supply of 151,116 tons. Trade 
requirements for the 1979-80 crop year, 
including a desirable carryout of 25,000 
tons, is estimated at 165,700 tons, which 
results in a supply of 14,584 tons less 
than estimated trade demand. (Ail 
preceding data in processed weight.) 
Consequently, the Committee 
recommended that no volume regulation 
be established for the 1979-80 crop year. 

It is further found that it is 
impractical, unnecessary, and contrary 
to the public interest to give preliminary 
notice, engage in public rulemaking, and 
postpone the effective date until 30 days 
after publication in the Federal Register 
(5 U.S.C. 553) in that: (1) The 1979-80 
crop year began August 1,1979, and the 
salable and reserve percentages are 
applicable for that crop year; (2) 
handlers will begin receiving prunes 
soon, and no useful purpose will be 
served by delaying the effective date of 
this action; and (3) this regulation 
imposes no restrictions on handlers. 

Further, in accordance with 
procedures in Executive Order 12044, 
the emergency nature of this regulation 
warrants publication without 
opportunity for further public comment. 
The regulation has not been classified 
significant under USDA criteria for 
implementing the Executive Order. An 
Impact Analysis is available from 
William J. Higgins (202) 447-5053. 

Therefore, the salable and reserve 
percentages for the 1979-80 crop year 
are as follows: 

§ 993.215 Salable and reserve 
percentages for prunes for the 1979-80 
crop year. 

The salable and reserve percentages 
for the 1979-80 crop year shall be 100 
percent and 0 percent, respectively. 

(Secs. 1-19, 48 Stat. 31. as amended; (7 U.S.C. 
601-674)) 

Dated: August 21.1979. 

D. S. Kuryloski, 

Acting Director. Fruit and Vegetable Division. 

(FR Doc- 79-26461 Filed 8-23-79: 8:45 am| 

BILLING CODE 3410-02-M 


Commodity Credit Corporation 

7 CFR Part 1435 
(Amendment 61 

Price Support Loan Program for 1978 
Crop Sugarbeets and Sugarcane; 
Correction of 1978 Crop Loan Rate for 
Puerto Rico 

agency: Commodity Credit Corporation, 
USDA. 

action: Final rule. 

summary: On October 30,1978, there 
was published in the Federal Register 
(43 FR 50410) a final rule which (1) 
increased the 1978 crop support prices 
for sugarbeets and sugarcane and the 
1978 crop basic loan rates for refined 
beet sugar and cane sugar, raw value, to 
reflect 52.5 percent of the announced 
July 1978 parity prices for sugarbeets 
and sugarcane; and (2) established 
differential loan rates for both domestic 
offshore sugar and mainland sugar 
based on the estimated average costs of 
transporting sugar from the processing 
region to destination. 

The Puerto Rican sugar industry has 
supplied the Department with data 
showing that the costs attributed to 
transporting sugar from Puerto Rico to 
normal mainland markets were too high, 
thus making the loan rate for Puerto 
Rico too low. This action increases the 
loan rate for Puerto Rico to the level 
indicated by the use of proper 
transportation costs. Loan rates for 
other sugar processing regions remain . 
unchanged. 

EFFECTIVE DATE: August 24, 1979. 

FOR FURTHER INFORMATION CONTACT: 

Laurence E. Ackland. ASCS, PSD. 202- 
447-5647, P.O. Box 2415. Washington, 
D.C. 20013. 

SUPPLEMENTARY INFORMATION: At the 

time 1978 crop differential loan rates 
were being developed, the Department 
obtained from trade sources the 
estimated costs of transporting sugar 
from Puerto Rico to the mainland. 
Subsequent to issuance on October 30, 
1978 (43 FR 50410) of the amended 
regulations which established 
differential loan rates for all sugar 
processing regions, representatives of 
the Puerto Rican sugar industry objected 
to the loan rate established for Puerto 
Rico. After several consultations with 
those representatives, the problem was 
identified as being the transportation 
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costs attributed from Puerto Rico to 
normal market outlets on the mainland. 
The Sugar Corporation of Puerto Rico 
thereupon collected and presented data 
alleged to be more representative. 
Extensive verification with the trade has 
established the inaccuracy of the data 
originally obtained by the Department 
and the substantial accuracy of that 
submitted on behalf of the Puerto Rican 
sugar industry. These data indicate that 
total transportation costs should be 1.30 
cents per pound rather than the 1.97-cent 
per pound rate used initially. 

The transportation components and 
their estimated costs as originally used 
by the Department and as now 
determined to be substantially accurate 
are as follows: 

3—Loan program for 1978 crop sugar 
beets and sugarcane (Amend. 6). 


Cents per pound 


Transportation 
cosj components 

Used 

oogmally 

Verified 

as 

accurate 

Inland trucking. 

0.25 

0.19 

Loading., „ — T ~ n--- 

_ 0.11 

0.06 

Ocean freight. 

1.12 

063 

Insurance......... 

_ 0.17 

0.10 

Stevedoring.~. 

_ 0.27 

0.27 



Cents per pound 



Now 

Transportation 

Used 

Verified 

cost components 

originally 

as 

accurate 

Sampling and testing- 

_ 005 

0.05 

Total... 

_ 1.97 

1.30 


Had correct transportation cost data 
for movement of Puerto Rican sugar to 
market been used at the time differential 
loan rates were initially established for 
the 1978 crop, Puerto Rico’s loan rate 
would have been as established by this 
action; but loan rates for other 
sugarcane processing regions would 
have been lower since all were 
calculated to weight out to a basic 
domestic loan rate of 14.73 cents per 
pound. Loan rates cannot be decreased 
for loans already made, and to reduce 
loan rates only for future 1978 crop 
loans would create inequity within 
regions. Accordingly, loan rate 
adjustment resulting from the use of 
proper transportation expense for Puerto 
Rico in total weighting has been limited 
to Puerto Rico. The weighted basic raw 
cane sugar loan rate increases to 14.78 
cents per pound. 


Differential Loan Rates 

(Cents per pound| 


Area 


As initially 
determined 
by USDA 

As indicated by use 
of 1 30 cents per pound 
transportation cost for 
Puerto Rico 

As finally determined 
with revised cost 
adjustment applied 
only to Puerto Rico 

Louisiana. 


15.04 

14.99 

15.04 

Florida.. .... 


14.98 

1493 

14.98 

Texas.. 


1466 

14.61 

14.66 

Hawaii . 


14 66 

14.61 

14.66 

Puerto Rico............ 


13.44 

1406 

14.06 



Weighted Average... 


14.73 

14.73 

14 78 




The Puerto Rican loan rate 
implemented by this action would have 
been effective beginning October 30. 

1978 had correct transportation data 
been known at the time. Its 
implementation at this time cannot 
restore any financial benefits which 
Puerto Rican processors and producers 
would have gained on the amount of the 
increase from October 30 to the 
publication date of this final rule. It is 
accordingly imperative to avoid delay 
now that the validity of the action has 
been determined. 

Final Rule 

Accordingly, CFR Part 1435 is 
amended as follows: 

§ 1435.37 [ Amended 1 

The loan rate shown for Puerto Rico in 
Subpart—Price Support Loan Program 
for 1978 Crop Sugar Beets and 
Sugarcane, § 1435.37, paragraph (c)(3). is 
changed from “13.44” cents per pound to 
“14.06“ cents per pound. 


(Secs. 202 and 401 et seq. of the Agricultural 
Act of 1949, as amended (7 U.S.C. 1446.1421 
et seq.).) 

Note.—This final rule has been reviewed 
under the USDA criteria established to 
implement Executive Order 12044, 

“Improving Government Regulations.” A 
determination has been made that this action 
should not be classified “significant” under 
those criteria. 

This rule corrects the 1978 crop sugar 
loan rate for Puerto Rico established 
under the rule (43 FR 50410). determined 
to be significant, which announced 1978 
crop sugar loan rates for all domestic 
processing regions, and for which an 
approved impact statement is available. 

Signed at Washington, D.C. on August 17. 
1979. 

Bob Bergland, 

Secretary. 

|FR Doc. 79-25885 Filed 8-23-79. 8:45 um| 

BILLING CODE 3410-05-M 


Office of Operations and Finance 
7 CFR Part 3010 

Availability of Information to the Public 

agency: Department of Agriculture. 
action: Final rule. 

summary: This rule explains how to 
request records from the Office of 
Operations and Finance under the 
Freedom of Information Act. It 
supplements the Department’s 
regulations in 7 CFR 1.1-1.16 and 
Appendix A. 

EFFECTIVE DATE: October 1,1979. 
addresses: Send comments to G. Kent 
Godwin, Chief, Data Standards and 
Security Division, Office of Operations 
and Finance, Department of Agriculture, 
Room 4646-S, Washington, DC 20250. 
FOR FURTHER INFORMATION CONTACT: G. 
Kent Godwin, Chief. Data Standards 
and Security Division, Office of 
Operations and Finance, Department of 
Agriculture, Room 4646-S, Washington, 
DC 20250, 202-447-6330. 

SUPPLEMENTARY information: This rule 
is an interpretative rule. Therefore, prior 
notice for comments is not required. See 
5 U.S.C. 553(b). However, the 
Department will consider comments to 
change this rule. 

7 CFR is amended by adding a new 
Chapter XXX and Part 3010 reading as 
follows. 

CHAPTER XXX—OFFICE OF 
OPERATIONS AND FINANCE, 
DEPARTMENT OF AGRICULTURE 

PART 3010—AVAILABILITY OF 
INFORMATION TO THE PUBLIC 

Sec. 

3010.1 General statement. 

3010.2 Public inspection and copying. 

3010.3 Indexes. 

3010.4 Initial requests for records. 

3010.5 Appeals. 

Appendix A—List of Addresses. 

Authority: 5 U.S.C. 301, 552; 7 CFR 1.1-1.1& 

§ 3010.1 General statement. 

This Part is issued in accordance with 
7 CFR 1.4 of the U.S. Department of 
Agriculture regulations governing the 
availability of records (7 CFR 1.1-1.16 
and Appendix A) under the Freedom of 
Information Act (5 U.S.C. 552). The 
Department’s regulations, as 
supplemented by the regulations in this 
Part, provide guidance for any person 
wishing to request records from the 
Office of Operations and Finance (O&F). 

§ 3010.2 Public inspection and copying. 

(a) Background 5 U.S.C. 552(a)(2) 
requires that each agency make certain 
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kinds of records available for public 
inspection and copying. 

(b) Procedure. Persons wishing to gain 
access to O&F records may contact the 
division or center that maintains them. 
See appendix A. List of Addresses, for 
the location and hours of operation. 

§ 3010.3 Indexes. 

(a) Background. 5 U.S.C. 552(a)(2) also 
requires that each agency maintain and 
make available for public inspection and 
copying current indexes providing 
identifying information for the public 
with regard to any records which are 
made available for public inspection 
and copying. 

(b) Procedure. Persons wishing to get 
an index may contact the division or 
center that maintains the records. See 

§ 3010.4. Publication of these indexes as 
a separate document is unnecessary and 
impractical. 

§ 3010.4 Initial requests for records. 

(a) Background. (1) The head of each 
division and computer center in 
Washington. D.C. and in the field is 
authorized to: 

(1) Grant requests for O&F records in 
the head’s custody which are not 
exempted from disclosure. 

(ii) Reduce or waive fees to be 
charged where determined to be 
appropriate. 

(iii) Refer a request to the O&F FOIA 
Officer for determination. 

(2) The O&F FOIA Officer is 
authorized to: 

(i) Grant requests for O&F records 
which are not exempted from disclosure. 

(ii) Deny requests for O&F records 
determined to be exempt under one or 
more provisions of 5 U.S.C. 552(b). 

(iii) Make discretionary releases 
(unless prohibited by other authority) of 
O&F records when it is determined that 
the public interests in disclosure 
outweigh the public and/or private ones 
in withholding. 

(iv) Reduce or waive fees to be 
charges where determined to be 
appropriate. 

(b) Procedure. Persons wishing to 
request records from the Office of 
Operations and Finance may do so as 
follows. 

(1) How. Submit each initial request 
for O&F records as prescribed in 7 CFR 
1.3(a). 

(2) Where. Submit each initial request 
to the official in charge of the division or 
center than maintains the O&F records. 
See Appendix A, List of Addresses. 
Contact the FOIA Officer for guidance 
as needed. Or, submit the request to the 
FOIA Officer for forwarding to the 
proper official. The FOIA Officer, Office 
of Operations and Finance. Room 4646 


South Agriculture Building 14th and 
Independence Avenue. SW.. 
Washington, DC 20250 Phone (202) 447- 
6330 (This office is open from 8:30 am. to 
5:00 pm. Monday through Friday, except 
legal holidays. 

§3010.5 Appeals. 

Procedure. Any person whose initial 
request is denied in whole or in part 
may appeal that denial, in accordance 
with 7 CFR 1.3(e) and 1.7, to the 
Director, Office of Operations and 
Finance, Room 118-W, Administration 
Building, 14th and Independence 
Avenue. SW., Washington, DC 20250. 

Appendix A—List of Addresses 

Section 1. General. This list provides the 
titles and mailing addresses of officials who 
are authorized to receive requests for 
records. It also provides the hours of 
operation. 

Section 2. List of Addresses. 

(a) Washington Divisions and Centers. 
Chief, Information Systems and Planning 

Division. Room 3164-S. 

Chief. Data Systems and Development 
Division, Room 3121-S. 

Chief. ADP Operations and Communications 
Division, Room 3131-S. 

Chief. Data Standards and Security Division, 
Room 4646-S. 

Chief. Facilities Management Division. Room 
1566-S. 

Chief. Personal Property Management 
Division, Room 1532-S. 

Chief. Procurement Division. Room 1575-S. 
Chief, Reproduction and Distribution 
Division. Room 1547-S. 

Chief, Internal Energy Conservation Division. 
Room 1533-S. 

Chief. Budget and Executive Services. Room 
118-W. 

Chief. Fiscal Management Division, Room 
126-E. 

Chief. Accounting Systems & Grants 
Management Division. Room 10-A. of the: 
Office of Operations and Finance, USDA, 
14th and Independence Avenue. SW., 
Washington. DC 20250 (Office hours are 
8:30 am. to 5:00 pm. Monday through 
Friday, except legal holidays.) 

Director. Washington Computer Center, U.S. 
Department of Agriculture, Room S-100. 
South Building, 12th and Independence 
Avenue. SW.. Washington, D.C. 20250 
(Office hours are 8:30 am. to 5:00 pm. 
Monday through Friday, except legal 
holidays.) 

(b) Field Divisions and Centers. 

Chief. Accounting Division. 

Chief. Design and Programming Division. 
Chief, Computer Services Division. 

Chief. Requirements and Evaluation Division. 
Chief, Administrative Management and 
Processing Division of the National Finance 
Center, USDA. 13800 Old Gentilly Road. 
Building 350, (P.O. Box 60000), New 
Orleans, Louisiana 70160 (Office hours are 
7:45 am. to 4:15 pm. Monday through Friday 
except legal holidays.) 

Director. Fort Collins Computer Center, U.S. 
Department of Agriculture. 3825 East 


Mulberry Street. (P.O. Box 1206). Fort 
Collins. Colorado 80521 (Office hours are 
8:00 am. to 4:30 pm. Monday through 
Friday, except legal holidays.) 

Director. Kansas City Computer Center. U.S. 
Department of Agriculture. 8930 Ward 
Parkway, (P.O. Box 205), Kansas City, 
Missouri 64141 (Office hours are 8:00 am. to 
4:45 pm. Monday through Friday, except 
legal holidays.) 

Chief. St. Louis Computer Center, U.S. 
Department of Agriculture. 1520 Market 
Street, St. Louis. Missouri 63103 (Office 
hours are 8:00 am. to 4:30 pm. Monday 
through Friday, except legal holidays.) 

Date signed: August 17,1979. 

Dean K. Crowther, 

Di/ector. Office of Operations and Finance. 

[KR Doc- 79-26400 Filed 8-23-79: 8 45 am) 

BILLING CODE 3410-98-M 


FEDERAL DEPOSIT INSURANCE 
CORPORATION 

12 CFR Part 329 

Amendments Relating to Penalties for 
Early Withdrawal of Deposits, Interest 
Rate Ceilings on Deposits, and 
Restrictions on Nondeposit 
Obligations 

Correction 

In FR Doc. 79-24263. appearing at 
page 46264 in the issue of Tuesday. 
August 7,1979. the following changes 
should be made: 

1. On page 46265. the asterisks in the 
ninth line of the third column should be 
deleted. 

2. On page 46266, first column, the 
fourth and seventh lines should read “a 
new insured bank, llb “ * l 2 but only to the” 
and “result thereof, and provided that 
notice”, respectively. 

BILLING CODE 1505-01-M 


EXPORT-IMPORT BANK OF THE 
UNITED STATES 

12 CFR Part 403 

Classification, Downgrading, 
Declassification, and Safeguarding of 
National Security Information 

agency: Export-Import Bank of the 
United States. 
action: Final rule. 

summary: These regulations supersede 
the Bank’s regulations at Part 403. 
Chapter IV of Title 12 of the Code of 
Federal Regulations. The revisions are 
necessary to implement Executive Order 
12065 of June 28,1978 (hereinafter 
referred to as the Order), and 
Information Security Oversight Office 
Directive No. 1 of October 5.1978 
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(hereinafter referred to as the Directive), 
relating to the classification, 
downgrading, declassification and 
safeguarding of national security 
information. The Order increases 
openness in government by limiting 
classification of documents and by 
accelerating the declassification of other 
documents while providing improved 
protection against unauthorized 
disclosure of information which requires 
protection in the interest of national 
security. 

EFFECTIVE DATE: December 1,1978. 

FOR FURTHER INFORMATION CONTACT: 

Warren W. Glick, General Counsel. 
Export-Import Bank of the United States, 
811 Vermont Avenue, NW„ Washington, 
D.C. 20571. (202) 566-8834. 

Dated: August 21,1979. 

Warren W. Glick, 

General Counsel. 

Accordingly, Part 403 of Chapter IV of 
Title 12 is revised as follows: 

PART 403—CLASSIFICATION, 
DOWNGRADING, DECLASSIFICATION, 
AND SAFEGUARDING OF NATIONAL 
SECURITY INFORMATION 

Sec. 

403.1 General Policy. 

403.2 Responsibilities. 

403.3 Authority to Classify. 

403.4 Classification. 

403.5 Derivative Classification. 

403.6 Training Responsibilities and 
Objectives. 

403.7 Declassification and Downgrading. 

403.8 Systematic Review For 
Declassification. 

403.9 Mandatory Declassification Review. 

403.10 Appeals. 

403.11 Fees. 

403.12 Safeguarding. 

403.13 Enforcement. 

Authority: Executive Order 12065, National 
Security Information, June 28,1978 (43 FR 
28949, July 3.1978) (Order); Information 
Security Oversight Office Directive No. 1 (43 
FR 46280. October 5,1978) (Directive). 

§ 403.1 General policy. 

(a) The interests of the United States 
and its citizens are best served by 
making information regarding the affairs 
of Government readily available to the 
public. This concept of an informed 
citizenry is reflected in the Freedom of 
Information Act (5 U.S.C. 552) and in the 
current public information policies of the 
executive branch. Within the Federal 
Government there is some information, 
however, which, because it bears 
directly on the effectiveness of our 
national defense and the conduct of our 
foreign relations, must be subject to 
some constraints for the security of our 
Nation. This information, hereinafter 
referred to as classified information, is 


expressly exempted from compulsory 
public disclosure by 5 U.S.C. 552(b)(1). 

(b) To balance the public's interest in 
access to government information with 
the need to protect certain national 
security information from disclosure, 
these regulations, which supplement the 
issuances listed in the Authority above, 
identify the information to be protected 
and outline classification, downgrading, 
declassification, and safeguarding 
procedures to be followed. 

§ 403.2 Responsibilities. 

In the carrying out of security 
procedures, responsibility falls on all 
personnel generally and on certain 
personnel in a more particular manner. 

(a) Individual Each employee of the 
Bank having access to classified 
material has an individual responsibility 
to protect such information. 

(b) Office and Division Heads. These 
officials have the additional 
responsibility of a continuing review for 
ascertaining that security procedures 
are properly observed by the personnel 
comprising their respective offices. 

(c) Security Officer. The Vice 
President—Administration as Security 
Officer has the responsibility for 
developing, inspecting, and advising on 
procedures and controls for 
safeguarding classified material 
originating in, received by, in transit 
through, or in custody of the Bank; the 
training and orientation of employees; 
the carrying out of inspections; and the 
destruction of obsolete and non-record 
material. 

(d) Security Committee. This 
committee, consisting of the General 
Counsel, as Chairperson, the Security 
Officer, and other Bank employees as 
designated by the President and 
Chairman, has the responsibility to 
ensure the effective compliance with 
and implementation of the Order and 
the Directive. This committee will act on 
all matters with respect to the Bank’s 
administration of the Order. 

§ 403.3 Authority to classify. 

The authority to assign original 
classification to any document which 
requires protection in the interest of 
national security, in accordance with the 
provisions of the Order, is limited as 


follows and is non-delegable: 

Classification 

Classifier 

Confidential__ 

.... President and Chairman. 

First Vice President and 

Vice Chairman. 

General Counsel. 

Senior Vice Presidents. 

Security Officer. 


§ 403.4 Classification. 

(a) Criteria for classification. Except 
as provided in the Atomic Energy Act of 
1954, as amended, the Order, as 
implemented by the Directive and 
supplemented by these regulations, 
provides the only basis for classifying 
information. To be eligible for a 
classification, information or material 
must meet two requirements. First, it 
must deal with one of the following: 

(1) Military plans, weapons, or 
operations; 

(2) Foreign government information; 

(3) Intelligence activities, sources or 
methods; 

(4) Foreign relations or foreign 
activities of the United States; 

(5) Scientific, technological, or 
economic matters relating to the 
national security; 

(6) United States Government 
programs for safeguarding nuclear 
materials or facilities; or 

(7) Other categories of information 
which are related to national security 
and which require protection against 
unauthorized disclosure as determined 
by the President of the United States or 
the President and Chairman of the Bank, 
or by officials designated by the 
President of the United States in 
accordance with Section 1-201 of the 
Order. 

Second, an official with original 
classification authority must determine 
that unauthorized disclosure of the 
information or material can reasonably 
be expected to cause at least 
identifiable damage to the national 
security. Unauthorized disclosure of 
foreign government information or the 
identity of confidential foreign sources 
is presumed to cause at least 
identifiable damage to the national 
security. Determinations of categories of 
information related to national security 
which require classification as noted in 
paragraph (a)(7) of this section shall be 
reported promptly to the Director of the 
Information Security Oversight Office. 

(b) Classification Designations. 

Except as provided in the Atomic 
Energy Act of 1954, as amended, the 
Order provides the only basis for 
classifying information. Such 
information may be classified in one of 
the three designations listed below: 

(1) “Top Secret" shall be applied only 
to information, the unauthorized 
disclosure of which reasonably could be 
expected to cause exceptionally grave 
damage to the national security. 

(2) “Secret” shall be applied only to 
information, the unauthorized disclosure 
of which reasonably could be expected 
to cause serious damage to the national 
security. 
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(3) “Confidential" shall be applied to 
information, the unauthorized disclosure 
of which reasonably could be expected 
to cause identifiable damage to the 
national security. 

(c) Duration of Classification. (1) 
Except as permitted below, information 
or material which is classified after 
December 1,1978. shall be marked at the 
time of classification with the date for 
declassification no more than 6 years 
after the date of classification. 

(2) Only the President and Chairman 
may classify information for more than 6 
years from the date of the original 
classification. This authority shall be 
used sparingly. In such cases, a 
declassification date or event, or a date 
for declassification review shall be set. 
This date or event shall be as early as 
national security permits and shall be 
no more than 20 years after original 
classification, except that for foreign 
government information the date or 
event may be up to 30 years after 
original classification. 

(d) Identification and Markings. (1) At 
the time of original classification, the 
following shall be shown on the face of 
paper copies of all classified documents: 

(1) The identity of the original 
classification authority; 

(ii) The office of origin; 

(iii) The date or event for 
declassification or review; 

(iv) The classification designation; 
and 

(v) Date of classification. 

(2) Documents classified for more than 
6 years shall be marked to indicate that 
the President and Chairman authorized 
the prolonged classification. Such 
documents shall be annotated with the 
reason the classification is expected to 
remain necessary. 

(3) Only the designations prescribed 
by the Order may be used to identify 
classified information. Markings such as 
“For Official Use Only" and “Limited 
Official Use" may not be used for that 
purpose. 

(4) In order to facilitate excerpting 
and other uses, each classified 
document shall, by marking or other 
means, indicate clearly which portions 
are classified and which portions are 
not classified. 

(i) In marking sections, parts, 
paragraphs, subparagraphs, or similar 
portions, the parenthetical symbols 
“(TS)“ for Top Secret, "(S)" for Secret, 
“(C)“ for Confidential, and "(U)" for 
Unclassified, shall be used immediately 
preceding the text that it governs. When 
appropriate, the symbols “RD“ for 
Restricted Data and “FRD" for Formerly 
Restricted Data shall be added, e.g., “(S- 
RD)" or “(C-FRD)". 


(li) Classified subjects or titles of 
documents shall be marked with the 
appropriate symbol “(TS)". “(S)". “(C)", 
or "(U)" placed immediately following 
and to the right of the item. When 
applicable, other appropriate symbols, 
e.g.. “(RD)" and “(FRD)". shall be added. 
Unclassified documents that transmit as 
an attachment a classified document 
shall bear a notation substantially as 
follows: "UNCLASSIFIED WHEN 
SEPARATED FROM CLASSIFIED 
ENCLOSURE". 

(5) Except in those cases where such 
markings would reveal intelligence 
information, foreign government 
information incorporated in United 
States documents shall, whenever 
practicable, be identified in such 
manner as to ensure that the foreign 
government information is not 
declassified prematurely or made 
accessible to nationals of a third country 
without consent of the originator. 
Documents classified by a foreign 
government or an international 
organization of governments shall, if the 
foreign classification is not in English, 
be marked with the equivalent United 
States classification. Foreign 
government information not classified 
by a foreign government or an 
international organization of 
governments but provided to the United 
States in confidence by a foreign 
government or by an international 
organization of governments shall be 
classified at an appropriate level and 
shall be marked with the United States 
classification accordingly. 

(e) Prohibitions. (1) Classification may 
not be used to conceal violations of the 
law, inefficiency, or administrative 
error, to prevent embarrassment to a 
person, organization or agency, or to 
restrain competition. 

(2) Basic scientific research 
information not clearly related to the 
national security may not be classified. 

(3) A product of non-government 
research and development that does not 
incorporate or reveal classified 
information to which the producer or 
developer was given prior access may 
not be classified under the Order until 
and unless the government acquires a 
proprietary interest in the product. 

(4) References to classified documents 
that do not disclose classified 
information may not be classified or 
used as a basis for classification. 

(5) Classification may not be used to 
limit dissemination of information that 
is not classifiable under the provisions 
of the Order or to prevent or delay the 
public release of such information. 

(6) No documents originated on or 
after December 1,1978, may be 
classified after the Bank has received a 


request for them under the Freedom of 
Information Act or under the mandatory 
review provisions of the Order unless 
the documents were inadvertently or 
erroneously not classified at the time of 
origination or events subsequent to 
origination necessitate classification. 
Furthermore such documents may be 
classified only if classification of the 
information is consistent with the Order 
and is authorized by the President and 
Chairman personally, in writing, on a 
document-by-document basis. The same 
provisions shall apply to documents 
originated before December 1,1978, but 
in such case the Chairperson of the 
Security Committee may personally 
authorize classification. 

(7) Classification may not be restored 
to documents already declassified and 
released to the public under this Order 
or prior orders. 

$ 403.5 Derivative Classification. 

(a) Use of Derivative Classification. 

(1) Derivative classification is the 
responsibility of those who only 
reproduce, extract, or summarize 
classified information, or who only 
apply classification markings derived 
from source material or as directed by a 
classification guide. 

(2) Persons who apply such derivative 
classification markings shall; 

(i) Respect original classification 
decisions; 

(ii) Verify the information’s current 
level of classification so far as 
practicable before applying the 
markings; and 

(iii) Carry forward to any newly 
created documents the assigned dates or 
events for declassification or review. 

(b) Classification Guides. 
Classification guides used to direct 
derivative classification shall be 
prepared and issued from time to time. 
They shall be unclassified and written 
and organized to facilitate the 
identification and uniform classification 
of information requiring the protection 
of classification under these regulations. 

(1) Classification guides shall 
specifically identify the information to 
be classified. Each classification guide 
shall specifically indicate how the 
designations, time limits, markings and 
other requirements under these 
regulations are to be applied to the 
information. 

(2) Each classification guide shall be 
approved in writing by the President 
and Chairman. Such approval 
constitutes an original classification 
decision. 

(3) Classification guides shall be kept 
current and shall be reviewed at least 
every two years. The Bank shall 
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maintain a list of all classification 
guides in current use. 

(c) New Material. (1) New material 
that derives its classification from 
information classified on or after the 
effective date of the Order shall be 
marked with the declassification date or 
event, or the date for review, assigned to 
the source information. 

(2) New material that derives its 
classification from information 
classified under prior orders shall be 
treated as follows: 

(i) If the source material bears a 
declassification date or event 20 years 
or less from the date of origin, that date 
or event shall be carried forward on the 
new material. 

(ii) If the source material bears no 
declassification date or event or is 
marked for declassification beyond 20 
years, the new material shall be marked 
with a date for review for 
declassification at 20 years from the 
date of original classification of the 
source material. 

(iii) If the source material is foreign 
government information bearing no date 
or event for declassification or is 
marked for declassification beyond 30 
years, the new material shall be marked 
for review for declassification at 30 
years from the date of original 
classification of the source material. 

§ 403.6 Training Responsibilities and 
Objectives. 

The Security Officer shall be 
responsible for disseminating written 
material and conducting oral briefings to 
inform Bank personnel of the Order, 
Directive and regulations. An 
explanaton of the practical application 
of these procedures and the underlying 
policy objectives thereof shall be 
emphasized. 

§ 403.7 Declassification and Downgrading. 

(a) Declassification. Declassification 
of classified information shall be given 
emphasis comparable to that accorded 
to classification. The determination to 
declassify information shall not be made 
on the basis of the level of classification 
assigned, but on the loss of the 
sensitivity of the information with the 
passage of time, and with due regard for 
the public interest in access to official 
information. At the time of review, any 
determination not to declassify shall be 
based on a determination that despite 
the passage of time since classification, 
release of information reasonably could 
still be expected to cause at least 
identifiable damage to the national 
security. 

(b) Declassification and Downgrading 
Authority. The authority to declassify or 
downgrade national security 


information or material under the final 
classification jurisdiction of the Bank 
shall be exercised as follows: 

(1) Classified information or material 
may be declassified or downgraded by 
the official authorizing the original 
classification, if that official is still 
serving in the same position; by a 
successor in the same position; or by a 
supervisory official of either. 

(2) The President and Chairman shall 
designate additional officials at the 
lowest practicable echelons to exercise 
declassification and downgrading 
authority. 

(3) If the Director of the Information 
Security Oversight Office determines 
that information is classified in violation 
of the Order, the Director may require 
the Bank to declassify it. Any such 
decision by the Director may be 
appealed to the National Security 
Council. The appeal shall be forwarded 
by the General Counsel, as Chairperson 
of the Security Committee. The 
information shall remain classified until 
the appeal is decided or until one year 
from the date of the Director’s decision 
whichever comes first. 

(c) Downgrading. Information 
classified under Executive Orders prior 
to this Order and marked for automatic 
downgrading shall be downgraded 
without notification to holders. 
Classified information not marked for 
automatic downgrading may be 
downgraded by the originator or other 
authorized officials when such action is 
considered appropriate. Notice of 
downgrading shall be provided to the 
holder of the record copy. Other holders 
of the information shall be notified to 
the extent that such action is 
practicable. 

(d) Transferred Material. In the case 
of classified information or material 
officially transferred together with a 
transfer of function, the receiving 
agency shall be deemed to be the 
originating agency for all purposes, 
including downgrading and 
declassification. In the case of classified 
information not so transferred, but 
originated in an agency which has 
ceased to exist, each agency in 
possession shall be deemed the 
originating agency for all purposes, 
including downgrading and 
declassification. The agency in 
possession shall consult with any other 
agency having an interest in the subject 
matter before downgrading or 
declassifying. 

§ 403.8 Systematic Review for 
Declassification. 

(a) Systematic Review Guidelines. (1) 
Systematic review guidelines, applicable 
to 20-year-old, United States 


Government-originated, classified 
information under the Bank’s 
jurisdiction, shall be issued in 
accordance with the Order and 
reviewed at least every other year. 
Information which has not been 
declassified earlier and which is not 
identified in the guidelines as requiring 
item-by-item review shall be 
automatically declassified at the end of 
the 20th full calendar year from its date 
of origin. The guidelines shall be 
authorized for use by the Archivist of 
the United States and may be 
authorized by the President and 
Chairman for use by other agencies 
having custody of the information 
contained therein. Only the President 
and Chairman, in writing, may authorize 
the continued classification of 
information beyond 20 years. In cases 
where information is exempted from 
declassification at 20 years, a date shall 
be determined for declassification or for 
further review for declassification. This 
date shall be no more than 10 years later 
or as otherwise permitted by Section 3- 
401 of the Order. 

(2) Foreign government information is 
exempt from automatic declassification 
at 0 years and from systematic review at 
20 years. Unless declassified earlier, 
such information shall be reviewed for 
declassification at 30 years in 
accordance with Section 3-3 of the 
Order and the guidelines developed by 
the Bank in consultation with the 
Archivist of the United States and, 
where appropriate with the foreign 
government or international 
organization concerned. 

(b) Scheduling for Systematic Review . 
Classified information constituting 
permanently valuable records of the 
Government as defined by 44 U.S.C. 

2103 and information in the possession 
and control of the Administrator of 
General Services pursuant to 44 U.S.C. 
2107 and 2107 Note shall be reviewed 
for declassification as it becomes 20 
years old. However, in view of the 
backlog, transition to systematic review 
at 20 years shall be implemented as 
rapidly as practicable and shall be 
completed by December 1,1988. 

§ 403.9 Mandatory Declassification 
Review. 

All information classified under the 
Order or prior executive orders, except 
information described in Section 3-503 
of the Order, shall be subject to review 
for declassification upon request of a 
member of the public, a government 
employee,.or an agency in accordance 
with the following procedures; 

(a) For the request to be considered, it 
must reasonably describe the 
information sought. Whenever a request 
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does not reasonably describe the 
information sought, the requester shall 
be notified that unless additional 
information is provided, no further 
action will be taken. 

(b) A request for classified 
information under the Order will be 
processed in accordance with the Order. 
In such a case, however, the exemptions 
of the Freedom of Information Act and 
any other exemption under applicable 
law may be invoked by the Bank to 
deny material on grounds other than 
classification. 

(c) Requests may be addressed to the: 
General Counsel. Export-Import Bank of 
the United States. 811 Vermont Avenue, 
NW.. Washington. D.C. 20571. 

(d) Requests for declassification under 
the Order shall be acted upon within 60 
days from the date on which the request 
reaches the Office of General Counsel, 
which shall promptly acknowledge 
receipt of the request. 

(e) The Bank shall determine whether 
information under the classification 
jurisdiction of the Bank or any 
reasonable segregable portion of it no 
longer requires protection. If so. the 
General Counsel shall promptly make 
such information available to the 
requester, and shall inform the requester 
of any fees, as identified in § 403.11, due 
before releasing the document. If the 
information may not be released, in 
whole or in part, the General Counsel 
shall give the requester £ brief statement 
of the reasons, a notice of the right to 
appeal the determination to the First 
Vice President and Vice Chairman 
(hereinafter referred to as Vice 
Chairman) and notice that such an 
appeal must be filed within 60 days of 
the date of the statement. 

(f) Requests for declassification of 
classified documents originated by the 
Bank but in the possession and control 
of the Administrator of General 
Services, pursuant to 44 U.S.C. 2107 or 
2107 Note, shall be referred by the 
Archivist to the Bank for processing and 
for direct response to the requests. The 
Archivist will inform requesters of such 
referrals. 

(g) In response to a request for a 
classified document in its possession, 
the Bank may not refuse to confirm the 
existence or non-existence of the 
document unless the fact of its existence 
or non-existence would itself be 
classified. 

(h) If any agency makes a request on 
behalf of a member of the public, the 
request shall be considered as a request 
by that member of the public and 
handled accordingly. 


§403.10 Appeals. 

(a) Policy . The Vice Chairman is 
designated to receive appeals from 
denials of documents by the Bank. Such 
appeals shall be addressed to: First Vice 
President and Vice Chairman, Export- 
Import Bank of the United States. 811 
Vermont Avenue. N.W., Washington, 
D.C. 20571. 

The appeal must be received within 60 
days of the date of the original denial 
letter. Appeals shall be decided within 
30 days of their receipt by the Vice 
Chairman. 

(1) If the decision is to declassify the 
materials in their entirety, the Vice 
Chairman shall promptly make such * 
information available to the requester, 
and inform the requester of any fees due 
before releasing the documents. 

(2) If the decision is to deny 
declassification of a portion of the 
material, the Vice Chairman shall 
promptly make the declassified 
information available to the requester, 
and shall advise the requester in writing 
of the reasons for the partial denial of 
declassification. 

(3) If the decision is to deny 
declassification of all the material, the 
Vice Chairman shall promptly advise 
the requester in writing of the reasons 
for such denial. 

(b) Challenges to Classification. A 
government employee, where there is 
reasonable cause to believe that a 
document is classifed unnecessarily, 
improperly, or for an inappropriate 
period of time, is encouraged to and 
shall have the right to challenge such 
classification. The challenger shall 
prepare a statement giving the reasons 
to support such a challenge, and may 
submit a request to the General Counsel 
for a review of the document under the 
mandatory declassification procedures 
of the Bank, except that the Bank shall 
reach a determination in consultation 
with agency or agencies with subject 
matter interest in 30 days instead of 60 
days. If the General Counsel agrees with 
the challenger, changes shall be made 
on the face of and inside the document. 
The office of the record holder and other 
holders should be notified of the 
changes to the extent practicable. If the 
General Counsel disagrees with the 
challenger, the challenger may appeal 
within 60 days to the Vice Chairman 
who shall make a decision within 30 
days of receipt of the appeal. If the 
challenger wishes to remain anonymous, 
an officer designated by the Vice 
Chairman shall act as the challenger's 
agent. 


§403.11 Fees. 

The following specific fees shall be 
applicable with respect to services 
rendered to members of the public under 
these regulations, by the Bank, except 
that the search fee will normally be 
waived when the search involves less 
than one-half hour of clerical time. 


(a) Search for records, per hour or fraction 
thereof: 

(I) Professional._ $1100 

(ii) Clerical_ 6-00 

(b) Computer service charges per second for 

actual use of computer central processing unit 2% 

(c) Copies made by photostat or otherwise (per 

page); maximum of 5 copies will bo provided... 10 

(d) Certification of each record as a true copy — 1.00 

(e) Certification of each record as a true copy 

under official seal.... 150 

(f) Duplication of architectural photographs and 

drawings-..----— ZOO 


Fees must be paid in full prior to 
issuance of requested copies. 
Remittances shall be in the form either 
of a personal check or bank draft drawn 
on a bank in the United Slates, or postal 
money order. Remittances shall be made 
payable to the order of the Export- 
Import Bank of the United States and 
mailed to Vice President— 
Administration, Export-Import Bank of 
the United States. 811 Vermont Avenue. 
N.W., Washington. D.C. 20571 

§ 403.12 Safeguarding. 

(a) General Access Requirements. 
Except as provided in Paragraph 12(b) 
below, access to classified information 
shall be granted in accordance with the 
following: 

(1) Determination of Trustworthiness. 
No person shall be given access to 
classified information or material unless 
a favorable determination has been 
made as to his trustworthiness. The 
determination of eligibility, referred to 
as a security clearance, shall be based 
on such investigations as the Bank may 
require in accordance with the 
standards and criteria of Executive 
Order 10450 and Executive Order 10865. 

(2) Determination of Need to Know. In 
addition to a security clearance, a 
person must have a need for access to 
the particular classified information or 
material sought in connection with the 
performance of official duties or 
contractual obligations. The 
determination of that need shall be 
made by officials having responsibility 
for the classified information or 
material. 

(3) Administrative Withdrawal of 
Security Clearance. The Bank shall 
make provision for administratively 
withdrawing the security clearance of 
any person who no longer requires 
access to classified information or 
material in connection with the 
performance of his official duties or 
contractual obligations. Likewise, when 
a person no longer needs access to 
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particular national security information, 
his security clearance shall be adjusted 
to the classification category still 
required for the performance of his 
official duties and obligations. In both 
instances, such action shall be without 
prejudice to the person's eligibility for a 
security clearance should the need again 
arise. 

(b) Access by Historical Researchers 
and Former Presidential Appointees . 

The Bank shall obtain written 
agreements from requesters to safeguard 
the information to which they are given 
access as permitted by the Order and 
written consent to the Bank's review of 
their notes and manuscripts for the 
purpose of determining that no classified 
information is contained therein. A 
determination of trustworthiness is a 
pre-condition to a requester’s access. If 
the access requested by historical 
researchers and former Presidential 
Appointees requires the rendering of 
services for which fair and equitable 
fees may be charged pursuant to Title 5 
of the Independent Offices 
Appropriations Act, 65 Stat. 290, 31 
U.S.C. 483a (1976), the requester shall be 
so notified end the fees may be imposed. 

(c) Dissemination. Except as 
otherwise provided by Section 102 of the 
National Security Act of 1947, 61 Stat. 
495, 50 U.S.C. 403 (1970 & Supp. V 1975), 
classified information originating in 
another agency and in the possession of 
the Bank may not be disseminated 
outside the Bank without the consent of 
the originating agency. 

(d) Accountability Procedures. The 
Bank shall prescribe such accountability 
procedures as are necessary to control 
effectively the dissemination of 
classified information or material. 
Particularly stringent controls shall be 
placed on information and material 
classified as Top Secret. 

(1) Top Secret. Designated as Top 
Secret Control Officers are the Vice 
President—Europe, the Vice President— 
Policy Analysis, the Security Officer and 
Assistant Security Officer. It is their 
responsibility with respect to all 
information classified in this category: 

(i) To receive the material for the 
Bank; 

(ii) To maintain registers which will 
reflect the routing of the material and 
the return thereof in a reasonable length 
of time for security storage in their safe- 
files; 

(iii) To dispatch and make record of 
material disseminated to authorized 
persons outside the Bank; 

(iv) To make a physical inventory of 
all material at least annually; and 

(v) To maintain current access 
records. 


(2) Secret and Confidential . 

Designated as Secret and Confidential 
Control Officers are the Security Officer 
and Assistant Security Officer. It is their 
responsibility with respect to all 
information classified in these 
categories; 

(1) To receive the material for the 
Bank; 

(ii) To maintain registers which will 
reflect the routing of the material and 
the return thereof in a reasonable length 
of time for security storage in their safe- 
files; 

(iii) To dispatch and make record of 
material disseminated to authorized 
persons outside the Bank; 

(iv) To make a physical inventory of 
all material at least annually; and 

(v) To maintain current access 
records. 

(e) Storage. Classified information 
shall be stored only in facilities or under 
conditions adequate to prevent 
unauthorized persons from gaining 
access to it and in accordance with the 
Directive as well as General Services 
Administration standards and 
specifications. 

(f) Transmittal. (1) Preparation and 
Receipting. Classified information shall 
be enclosed in opaque inner and outer 
covers before transmitting. The inner 
cover shall be a sealed wrapper or 
envelope plainly marked with the 
assigned classification and addresses of 
both sender and addressee. The outer 
cover shall be sealed and addressed 
with no identification of the 
classification of its contents. A receipt 
shall be attached to or enclosed in the 
inner cover, except that Confidential 
information shall require a receipt only 
if the sender deems it necessary. The 
receipt shall identify the sender, 
addressee, and the document but shall 
contain no classified information. It 
shall be immediately signed by the 
recipient and returned to the sender. 

Any of these wrapping and receipting 
requirements may be waived by agency 
heads under conditions that will provide 
adequate protection and prevent access 
by unauthorized persons. 

(2) Transmittal of Confidential 
Information. Confidential information 
shall be transmitted within and between 
the fifty States, the District of Columbia, 
the Commonwealth of Puerto Rico, and 
U.S. territories or possessions by one of 
the means established for higher 
classifications, or by United States 
Postal Service, certified first class, or 
express mail service, when prescribed 
by an agency head. Outside these areas, 
Confidential information shall be 
transmitted only as is authorized for 
higher classifications. 


(3) Transmittal of Top Secret and 
Secret information shall be in 
accordance with the Directive. 

(g) Loss or Possible Compromise. Any 
person who has knowledge of the loss or 
possible compromise of classified 
information shall immediately report the 
circumstances to the Security Officer. In 
turn, the originating agency shall be 
notified about the loss or compromise in 
order that a damage assessment may be 
conducted and appropriate measures 
taken to negate or minimize any adverse 
effect of such a compromise. An 
immediate inquiry shall be initiated by 
the Bank for the purpose of taking 
corrective measures and appropriate 
administrative, disciplinary, or legal 
action. 

(h) Destruction. All classified 
information to be destroyed must be 
torn and placed in containers designated 
as bumbags which are available through 
the Office Services Section of the Bank. 
Destruction of such information will be 
carried out by the Security Officer or his 
designee by use of a disintegrator. The 
method of destruction selected must 
preclude recognition or reconstruction of 
the classified information or material. 
Records of destruction will be 
maintained by the Security Office for 
Top Secret information, material with 
serialized markings or material for 
which there is a special need to record 
its destruction. 

(i) Reproduction Controls. (1) Top 
Secret documents may not be 
reproduced without the consent of the 
originating agency unless otherwise 
marked by the originating office. 

(2) Reproduction of Secret and 
Confidential documents may be 
restricted by the originating agency. 

(3) Reproduced copies of classified 
documents are subject to the same 
accountability and controls as the 
original documents. 

(4) Records shall be maintained by the 
Security Officer to show the number and 
distribution of reproduced copies of all 
Top Secret documents, of all documents 
covered by special access programs 
distributed outside the originating 
agency, and all Secret and all 
Confidential documents which are 
marked with special dissemination and 
reproduction limitations in accordance 
with Section 4. 

(5) Paragraphs (i) (1) and (2) of this 
section shall not restrict the 
reproduction of documents for the 
purpose of facilitating review for 
declassification. However, such 
reproduced documents that remain 
classified after review must be 
destroyed after they are used. 
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§ 403.13 Enforcement 

The Security Committee shall have 
responsibility for recommending to the 
President and Chairman appropriate 
administrative action to correct abuse or 
violation of any provision of the Order 
or directive thereunder, including 
notification by warning letter, formal 
suspension without pay and removal. 
Upon receipt of such a recommendation, 
the President and Chairman shall act 
promptly and advise the Security 
Committee of his action. 

[FR Doc 79-28479 Piled 8-23-79; 8 45 am] 

BILLING CODE 6690-01-M 


NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION 

14CFR Part 1216 

Policy on Environmental Quality and 
Control; Procedures for Implementing 
the National Environmental Policy Act 
(NEPA) 

agency: National Aeronautics and 
Space Administration. 

ACTION: Final rule; correction. 

summary: NASA set forth its Policy on 
Environmental Quality and Control and 
its Procedures for Implementing the 
National Environmental Policy Act 
(NEPA) in 44 FR 44485-44491, July 30. 
1979. This amendment makes editorial 
changes related to those Procedures. 
EFFECTIVE DATE: July 30. 1979. 
address: Mr. Nathaniel B. Cohen. 
Director. Management Support Office 
(External Relations), Code LB-4, 
National Aeronautics and Space 
Administration. Washington, DC 20546. 
FOR FURTHER INFORMATION CONTACT: 
Mr. Nathaniel B. Cohen. 202-755-8383. 

14 CFR Part 1216 is amended by 
revising §§ 1216.303.1216.308.1216.310 
and 1216.315 as follows: 

1. § 1216.303(c) is revised to read as 
follows: 

(c) The Director, Office of Legislative 
Affairs, is responsible for ensuring that 
legislative environmental impact 
statements accompany NASA 
recommendations or reports on 
proposals for legislation submitted to 
Congress. The Associate Administrator 
for External Relations, the Comptroller, 
and General Counsel will provide 
guidance as required. 

2. § 1216.308(b) is revised to read as 
follows: 

(b) After the NASA review is 
completed, the Associate Administrator 
for External Relations shall submit the 
approved draft statement to the 
Environmental Protection Agency (EPA), 


Office of Environmental Review, and 
shall seek the views of appropriate 
agencies and individuals in accordance 
with Part 1503 and § 1506.6 of the CEQ 
Regulations. 

3. § 1216.310(a) is revised to read as 
follows: 

(a) After conclusion of the review 
process with other Federal, state, and 
local agencies and the public, the 
responsible Headquarters official shall 
consider all suggestions, revise the 
statement as appropriate, and forward 
the proposed final statement to the 
Associate Administrator for External 
Relations. The Associate Administrator 
for External Relations shall submit the 
approved final statement to the EPA 
Office of Environmental Review, to all 
parties who commented, and to other 
interested parties in accordance with 
CEQ Regulations. 

4. § 1216.315(a) is revised to read as 
follows: 

(a) Preparation of a legislative 
environmental impact statement shall 
conform to the requirements of § 1506.8 
of the CEQ Regulations. The responsible 
Headquarters official, in coordination 
with the Associate Administrator for 
External Relations, shall identify those 
NASA recommendations or reports on 
proposals for legislation that would 
require preparation of environmental 
impact statements in accordance with 
criteria set forth in § 1216.305. 

Joan E. Cavanaugh, 

Federal Register Liaison Officer . 

(FR Doc. 79-28352 Filed 8-23-79: 8:45 am] 

BILLING CODE 7510-01-M 


FEDERAL TRADE COMMISSION 
16 CFR Part 13 
[Docket 9059] 

Prohibited Trade Practices, and 
Affirmative Corrective Actions; Trans 
World Accounts, Inc., Et Al. 

agency: Federal Trade Commission. 

action: Modification of order to cease 
and desist. 


summary: This modified order to cease 
and desist replaces an order issued on 
October 25,1977. To clarify and 
reformulate the earlier order in 
accordance with the March 29,1979 
mandate of the Court of Appeals for the 
Ninth Circuit, Paragraph 3, which is the 
subject of further proceeding, has been 
omitted, but Paragraph 4 has not been 
renumbered. 


DATES: Decision issued Oct. 25,1977. 
Modified order issued July 25,1979. * 1 2 1 

FOR FURTHER INFORMATION CONTACT: 

William A. Arbitman. Director, 9R, San 
Francisco Regional Office, Federal 
Trade Commission. 450 Golden Gate 
Ave., San Francisco, Calif. 94102. (415) 
556-1270. 

SUPPLEMENTARY INFORMATION: In the 

Matter of Trans World Accounts, Inc., a 
corporation, and Floyd T. Watkins, 
individually and as an officer of said 
corporation. The prohibited trade 
practices and/or corrective actions, as 
codified under 16 CFR 13, appear at 43 
FR 2388, and has been changed by 
deleting § 13.2264 Delinquent debt 
collection, under Subpart ‘Threatening 
Suits, Not in Good Faith.** 

(Sec. 6, 38 Stat. 721; 15 U.S.C. 46. Interprets or 
applies sec. 5, 38 Stat. 719. as amended: 15 
U.S.C. 45) 

The modified order to cease and 
desist, is as follows: 

Modified Order to Cease and Desist 

On February 21,1978, respondents 
filed in the United States Court of 
Appeals for the Ninth Circuit a petition 
to review an order to cease and desist 
issued herein on October 25,1977. The 
Court thereafter rendered its decision 
and judgment, affirming and enforcing 
the Commission’s order with the 
exception of numbered paragraph 3 
thereof which was remanded for 
clarification pursuant to the decision of 
the Court. The time in which to file a 
petition for certiorari has now expired 
without any party having filed such a 
petition, and, accordingly, the order of 
the Commission shall be rendered in 
accordance with the mandate of the 
Court. See 15 U.S.C. § 45(i). 

Therefore, it is ordered that the 
aforesaid order to cease and desist, save 
for numbered paragraph “3” (which is 
the subject of further proceedings), be 
rendered to read as follows: 

Order 

It is ordered that respondents, Trans 
World Accounts, Inc., a corporation, its 
successors and assigns, and its officers, 
and Floyd T. Watkins, individually and 
as an officer of said corporation, and 
respondents' agents, representatives and 
employees, directly or through any 
corporation, subsidiary, division, or 
other device, in connection with the 
offering for sale, sale or distribution of 
any service or printed matter for use in 
the collection of, or attempted collection 
of, or for assisting in the collection of. or 
for inducing or attempting to induce the 


1 Copies of the modified order filed with the 
original document. 
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payment of, alleged delinquent debts in 
or affecting commerce, as “commerce'’ 
is defined in the Federal Trade 
Commission Act, do forthwith cease and 
desist from: 

1, Using or placing in the hands of. 
others for use, envelopes, letters, forms 
or any other materials which by their 
appearance, content, or otherwise, 
misrepresent that they are telegrams or 
a telegram. 

2. Using or placing in the hands of 
others for use. envelopes, letters, forms 
or any other materials which by 
simulating telegrams or other methods 
or forms or types of communication 
misrepresent the nature, import, or 
urgency of any communication. 

4. Placing in the hands of others the 
means and instrumentalities to 
accomplish any of the matters 
prohibited in this order, or which fail to 
comply with the requirements of this 
order. 

It is further ordered that the 
respondent corporation shall distribute 
a copy of this order to each of its 
operating divisions or departments and 
to each of its present and future officers, 
agents, representatives, or employees 
engaged in any aspect of the offering for 
sale, sale or distribution of any service 
or printed matter for use in the 
collection of, or for inducing or 
attempting to induce the payment of, 
alleged delinquent debts, and that said 
respondent secure a signed statement 
acknowledging receipt of said order 
from each person. 

It is further ordered that the 
respondent corporation notify the 
Commission at least thirty (30) days 
prior to any proposed change in the 
corporate respondent such as 
dissolution, assignment or sale resulting 
in the emergence of a successor 
corporation, the creation or dissolution 
of subsidiaries or any other change in 
the corporation which may affect 
compliance obligations arising out of the 
order. 

It is further ordered that the individual 
respondent named herein promptly 
notify the Commission of the 
discontinuance of his employment with 
Trans World Accounts, Inc., and of his 
affiliation with a new business or 
employment. In addition, for a period of 
ten years from the effective date of this 
order, the individual respondent named 
herein shall promptly notify the 
Commission of his affiliation with a new 
business or employment whose principal 
activities include the offering for sale. 


sale or distribution of any service or 
printed matter for use in the collection 
of. or attempted collection of, or for 
assisting in the collection of, alleged 
delinquent debts, or of his affiliation 
with a new business or employment in 
which his own duties and 
responsibilities involve the offering for 
sale, sale or distribution of any service 
or printed matter for use in the 
collection of. or attempted collection of, 
or for assisting in the collection of. or for 
inducing or attempting to induce the 
payment of, alleged delinquent debts. 
Such notice shall include individual 
respondent’s current business address 
and a statement as to the nature of the 
business or employment in which he is 
engaged as well as a description of his 
duties and responsibilities. The 
expiration of the notice provision of this 
paragraph shall not affect any other 
obligation arising under this order. 

It is further ordered that the 
respondents herein shall, within sixty 
(60) days from the date this order 
becomes final, and periodically 
thereafter as required by the Federal 
Trade Commission, File with the 
Commission a written report setting 
forth in detail the manner and form of 
their compliance with this order. 

By the Commission. 

James A. Tobin, 

Acting Secretary. 

(FR Doc. 78-28387 Filed 8-23-78; 8:45 am) 

BILLING CODE 6750-01-M 


SECURITIES AND EXCHANGE 
COMMISSION 

17CFR Part 210 

I Release Nos. 33-6097, 34-16047, 35-21163, 
1C-10797, AS-268J 

Presentation in Financial Statements 
of “Redeemable Preferred Stocks" 

Correction 

In FR Doc. 79-23971 appearing on 
page 45610 in the issue of Friday, August 
3,1979, in the middle column of page 
45612, under “Rules of General 
Application", change “1. Paragraph (f) of 
§ 210.3-16 is revised to read as follows." 
to “1. Paragraph (f)(1) of § 210.3-16 is 
revised to read as follows." 

BILUNG CODE 1505-01-M 


DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

18 CFR Parts 271 and 274 
(Docket No. RM79-72; Order No. 43] 

New Onshore Production Wells; Final 
Regulations and Amendment to 
Interim Regulations 

agency: Federal Energy Regulatory 
Commission. 

action: Final Regulations and 
Amendment to Interim Regulations. 

summary: The regulations issued in 
Final form implement section 103 of the 
Natural Gas Policy Act of 1978 which 
sets ceiling prices for new, onshore 
production wells and represents several 
modiFications of the Interim Regulations 
issued December 1,1978. In addition, the 
Commission is amending the 
requirements for Filing with 
jurisdictional agencies for this type of 
gas to track the change made by the 
final regulations. 

EFFECTIVE DATE: August 20. 1979. 

FOR FURTHER INFORMATION CONTACT! 

Thom Hirsch, OfFice of the General 
Counsel, Federal Energy Regulatory 
Commission. Room 4008-E. 825 North 
Capitol Street, NE., Washington. D.C, 
20426 (202) 275-0431. 

Before Commissioners: Georgians Sheldon. 
Acting Chairman; Matthew Holden, Jr., and 
George R. Hall. 

In the matter of final rule amending 
regulations on natural gas from new. onshore 
production wells and amendment to the Filing 
requirements in § 274.204 of the interim 
regulations. 

Issued: August 20,1979. 

Background 

The Commission is issuing final 
regulations implementing section 103 of 
the Natural Gas Policy Act of 1978 
(NGPA), Pub. L No. 95-621, which 
concerns new, onshore production wells. 
The Commission also is amending a 
portion of § 274.204 of its interim 
regulations regarding jjling requirements 
for new, onshore production wells. 

On December 1,1978, the Commission 
issued interim regulations (43 FR 56448) 
implementing the NGPA. Since issuing 
the interim regulations, the Commission 
has held numerous public hearings and 
provided opportunity for written 
comments on the regulations. One result 
of the hearings and the written 
submissions is this order which 
promulgates §§ 271.301 through 271.305 
as Final rules and amends § 274.204 of 
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the interim regulations. Sections 271.301 
through 271.305 concern new, onshore 
production wells under section 103 of 
the NGPA. Section 274.204 prescribes 
filing requirements for applications with 
jurisdictional agencies which request a 
determination that gas is produced from 
a new, onshore production well. 

The NGPA established maximum 
lawful prices for first sales of natural 
gas. The applicable price depends upon 
which of the several price categories the 
gas qualifies for. This in turn depends, 
among other things, on the 
characteristics of the well that produced 
the gas. The price category of section 
103 covers natural gas from so-called 
new, onshore production wells. These 
are wells: 1) The surface drilling of 
which began on or after February 19, 
1977, 2) Which satisfy the applicable 
Federal or State well-spacing 
requirements and 3) Which are not 
within certain proration units. These 
statutory requirements are refined in 
§§ 271.301 through 271.305. 

Discussion of Comments 

Most of the comments on §§ 271.301 
through 271.305 of the interim 
regulations concerning new, onshore 
production wells focused on the special 
rule established in § 271.305 which 
applies to wells within existing 
proration units. Generally, a new well 
drilled within an existing proration unit 
cannot qualify as a new, onshore 
production well. 

The special rule provides for an 
exception where a jurisdictional agency 
making the section 103 determination 
finds that the new well is necessary to 
effectively and efficiently drain a 
portion of the reservoir covered by the 
proration unit, which cannot be 
effectively and efficiently drained by 
any existing well within the unit. Two 
State public service commissions allege 
that there is no authority in the NGPA 
for the special rule and that § 271.305 of 
the regulations should be eliminated. 
The comments allege that a well drilled 
within an existing proration unit simply 
cannot qualify under section 103. 

The Joint Explanatory Statement of 
the Committee on Conference speaks 
directly to the point raised by these 
State commissions: 

In some instances, a State or Federal 
agency may designate a proration unit for a 
reservoir which it later determines cannot 
effectively or efficiently be drained by a 
single well. In such case, the State or Federal 
agency may allow another well to be drilled 
on the same proration unit. The conferees do 
not intend a new well to be disqualified as a 
new onshore production well in such cases. 

S. Rep. No. 1126. 95th Cong.. 2 Sess. 81 (1978). 

It is clear that Congress contemplated 
that in certain cases wells drilled in 


existing proration units could qualify as 
new, onshore production wells under 
section 103 of the NGPA. Thus. § 271.305 
is not without a basis in the NGPA. 

Section 271.305(a) of the interim 
regulations describes the jurisdictional 
agency determinations to which the 
special rule applies. One comment 
requests that language be added to 
§ 271.305(a)(2)(i) to narrow the coverage 
of that section to include only reservoirs 
that produced gas in commercial 
quantities before February 19,1977. 

The Commission finds no statutory 
basis for this proposal. Section 
103(c)(3)(C)(i) of the NGPA mentions 
reservoirs that produced gas in 
commercial quantities, but contains no 
specific date in reference to these 
reservoirs. However, to make 
§ 271.305(a) clearer, the Commission will 
amend this section to track the exact 
language of section 103(c)(3) of the 
NGPA. This change is only for purposes 
of clarification and should not be 
construed as a change in Commission 
policy on the scope of the special rule 
applicable to existing proration units. 

Amending § 271.305(a) to track the 
language of section 103 also will resolve 
another apparent point of confusion that 
is raised in the comments. One comment 
states that the wording of § 271.305(a)(2) 
(i) and (ii) is overly broad and 
ostensibly makes the special rule (for 
wells drilled within existing proration 
units) applicable even where no other 
well is located within the same 
proration unit as the well for which the 
section 103 determination is sought. This 
comment alleges that as long as another 
well produced or was capable of 
producing natural gas in commercial 
quantities from the same reservoir as 
the subject well, the special rule applies 
and the finding required by § 271.305(b) 
would have to be made in order for the 
subject well to qualify as a new, 
onshore production well. 

As the Joint Explanatory Statement of 
the Conferees on the NGPA makes clear, 
the Congress in discussing section 103(c) 
of the Act envisioned that a special rule 
for wells drilled within existing 
proration units would be needed in that 
situation where the subject well is 
drilled within the same proration unit 
and into the same reservoir as another 
well which produced or was capable of 
producing natural gas in commercial 
quantities. The Commission never 
intended that the special rule apply in 
any other situation. By changing 
§ 271.305(a), as noted, any ambiguity on 
this issue should be eliminated. 

For a well drilled after December 31, 
1978 and for which no drilling permit 
was issued until after that date, the 
special rule in § 271.305(b) requires that 
the jurisdictional agency make the 


requisite finding regarding effective and 
efficient draining of the proration unit 
“prior to the commencement of drilling" 
for this new well. Two comments 
contend that the finding should not be 
required to be made prior to the drilling 
of the new well. They contend that such 
a finding is not always possible before 
the drilling commences. One of these 
comments adds that there is no language 
in the NGPA which requires that the 
finding by the jurisdictional agency be 
made prior to the drilling. 

Again, the Commission must take 
guidance from the Statement of the 
Conferees on the NGPA. In referring to 
situations where wells can be drilled 
within existing proration units and still 
qualify as new, onshore production 
wells, the Conferees stated that: 

In all cases, the unit must be designated 
prior to drilling the new well. S. Rep. No. 

1126. 95th Cong., 2d Sess. 81 (1978). 

This statement indicates the general 
intent of Congress that the need for the 
second well in a proration unit must be 
evaluated prior to drilling. However, 
because of the practical problems 
involved in determining—prior to 
drilling—if the new well is needed to 
effectively and efficiently drain the 
proration unit, the Commission will 
entertain applications by the 
jurisdictional agencies for alternative 
procedures that would allow such a 
finding to be made after the drilling and 
based on facts developed after the 
drilling. Accordingly, a new § 271.305(e) 
will be added to the special rule for new 
wells drilled in existing proration units 
to implement this procedure. 

One problem identified by the 
comments is that establishment of 
proration units varies from State to 
State. For example, some States do not 
provide for proration units. In other 
States, a proration unit expires when the 
well on the unit is plugged and 
abandoned, and a new proration unit 
can be formed later when a new well is 
drilled in the same area. In yet other 
States, proration units exist indefinitely 
and independently of the well or wells 
within the unit. These diverse State 
policies regarding proration units 
conceivably could cause diverse results 
as the jurisdictional agencies make their 
determinations under section 103 of the 
NGPA. 

The problem addressed by this 
comment is caused by the requirement 
in § 271.305(b)(2) that the requisite 
finding regarding the effective and 
efficient draining of an existing 
proration unit must involve either a 
redefinition of the boundaries of a 
proration unit or waiver of the 
applicable well-spacing requirements. 
Some States may be constricted by their 
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proration unit and well-spacing policies 
and may not be able to redefine a 
proration unit or alter or waive a 
spacing requirement in conjunction with 
making the finding required by 
§ 271.305(b). Such diverse results under 
section 103 could not have been 
intended by Congress. Accordingly, the 
Commission is removing the last 
sentence of § 271.305(b)(2) which 
currently requires a redefinition of the 
boundaries of a proration unit or 
alteration or waiver of applicable well¬ 
spacing requirements. 

As a consequence, so-called 
replacement wells are now eligible to 
qualify as new, onshore production 
wells. Generally, replacement wells are 
wells drilled to replace another well in a 
proration unit when the other well is no 
longer capable of draining the reservoir 
covered by the unit because of 
geological or engineering reasons. 

Hence, the drilling of a replacement well 
usually does not necessitate a 
redefinition of the boundaries of the unit 
or a waiver of the applicable well¬ 
spacing rules. Thus, most replacement 
wells could not qualify as new, onshore 
production wells under § 271.305(b) of 
our interim regulations, which required 
either a change of an existing proration 
unit or an alteration or waiver of a 
spacing rule. Since § 271.305(b) is being 
amended to eliminate this requirement, 
replacement wells can now qualify as 
new. onshore production wells—as long 
as the requisite finding regarding the 
effective and efficient draining of the 
proration unit is made. 

The Commission emphasizes that in 
order for any well drilled on an existing 
proration unit to qualify as a new, 
onshore production well, the 
jurisdictional agency still must explicitly 
find that the new well is necessary to 
effectively and efficiently drain a 
portion of the reservoir covered by the 
unit, which cannot be effectively and 
efficiently drained by any existing well 
on the unit. This requirement is the key 
to the special rule for wells drilled 
within existing proration units. To be 
able to review these findings more 
closely, the Commission will henceforth 
require that the explicit finding be based 
on appropriate geological and 
engineering data contained in the record 
submitted to the Commission by the 
jurisdictional agencies with their section 
103 determinations. New language will 
be added to § 271.305(b)(2) and to 
§ 274.204(f) (which establishes the 
pertinent filing procedures) to reflect the 
new requirement. 

Also, the Commission takes note of 
the situation where the jurisdictional 
agency finds that both an existing well 


and the new well are necessary to 
effectively and efficiently drain a 
proration unit and a State has 
established allowables or production 
levels for that unit. The Commission is 
concerned that in this situation, the 
special rule in § 271.305 creates an 
incentive to produce a disproportionate 
amount of gas from the new well 
because it commands the higher price as 
a new, onshore production well. To 
prevent this result, the Commission will 
amend § 271.305(b)(2) to require the 
jurisdictional agency to provide a 
reasonable method of establishing 
separate allowables or production levels 
for each of the two wells. The 
allowables or production levels should 
be based on the respective ability of the 
two wells to deliver gas. In the cases 
where no State authority has 
established allowables or production 
levels for the proration unit, there is no 
need for an allocation of production 
from the two wells because the 
Commission assumes that both wells 
will produce in accordance with their 
respective abilities to deliver gas. 

Several comments object to the fact 
that there is no mention in the interim 
regulations of the “local custom or 
practice” definition for proration units. 
Under section 2(8)(C) of the NGPA, 
when a proration unit is not specifically 
provided for by any State or Federal 
agency, it can be established by “local 
custom or practice”. These comments 
contend that omission of the phrase 
“local custom or practice” from the 
regulations implementing section 103 of 
the NGPA indicates that formal State or 
Federal action will always be required 
by this Commission in order to establish 
a proration unit. 

The Commission here points out that 
the definitions contained in the 
regulations implementing section 103, or 
any other section of the NGPA, are in 
addition to those definitions contained 
in the Act. See § 270.102(a) of our 
regulations. The Commission recognizes 
that a proration unit may be established 
in certain situations by “local custom or 
practice”, but feels that promulgation in 
the final regulations of the definition in 
section 2(8)(C) of the NGPA is 
unnecessary. 

For wells drilled on or after February 
19,1977 and before January 1,1979, and 
for wells for which a drilling permit was 
issued before January 1,1979, a 
transitional period rule is established in 
§ 271.305(c). Under the transitional rule, 
the jurisdictional agency finding 
regarding effective and efficient draining 
of the proration unit does not have to be 
made prior to the drilling of the new 
well. The jurisdictional agency in 


making its finding can go back and 
review record evidence developed 
before the qualifying well was drilled. 
Two comments state that the 
transitional rule does not provide for the 
situation where the prior record was 
developed by an agency different from 
the jurisdictional agency that must make 
the section 103 determination. For 
example, for wells on Federal lands, a 
previous permit proceeding may have 
been conducted by a State agency, 
whereas under the NGPA the United 
States Geological Survey will have to 
make the jurisdictional determination 
for eligibility of the well under section 
103. These comments assert that such 
wells may not be covered by the 
transitional period rule in § 271.305(c). 

The concern expressed in these 
comments is well taken. The 
Commission will amend § 271.305(c) to 
make clear that where an agency other 
than the jurisdictional agency issued the 
drilling permit for the subject well, the 
jurisdictional agency making the 
required finding may rely on the record 
developed by the other agency. 

One comment asserts that in New 
Mexico, for example, generally no 
records have been developed prior to 
the commencement of the drilling of 
wells, and that the State thus cannot 
review prior records as is necessary 
under the transitional rule. The comment 
suggests that the transitional rule be 
changed to allow an after-the-fact 
finding for such wells. 

As noted on page 6. the Commission 
will entertain applications by 
jurisdictional agencies for alternative 
procedures that would allow such after- 
the-fact findings. A new § 271.305(e) has 
been added to the Commission’s 
regulations to reflect this procedure. 
Thus, the problem raised by the 
comment can more appropriately be 
addressed by the Commission under the 
procedure set forth in § 271.305(e). 

One jurisdictional agency suggests 
that the jurisdictional agencies be given 
the additional flexibility under 
§§ 271.305(b) and 271.305(c) to submit to 
this Commission the hearing record and 
order of the agency authorizing the 
drilling of the second well within an 
existing proration unit. The submission 
would be optional and would be made 
in lieu of the requirement of 
§§ 271.305(b) and 271.305(c) that the 
agency make the finding discussed 
above. 

It would be administratively 
cumbersome for jurisdictional agencies 
to certify hearing records to this 
Commission. More importantly, the 
Commission is more concerned about 
the conclusions that a jurisdictional 
agency draws from the record it 
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develops. If this Commission received 
just the record and the agency’s order, 
we would be without the benefit of the 
relevant factual finding that the agency 
must make before a second well drilled 
on an existing proration unit can be 
determined to be a new, onshore 
production well. Without this explicit or 
implicit finding, required by 
§§ 271.305(b) or 271.305(c), regarding the 
effective and efficient draining of the 
proration unit, the Commission in its 
appellate role under the NGPA cannot 
make a meaningful determination 
whether the second well should qualify 
under section 103. Thus, this suggestion 
will not be adopted. 

Another comment notes that the 
special rule of § 271.305 does not take 
into account wells which penetrate 
several reservoirs. This comment 
suggests that language be added to the 
special rule so that a well, which has 
penetrated several reservoirs and which 
is determined to be a new, onshore 
production well as to one reservoir, can 
automatically qualify as a new, onshore 
production well as to the other 
reservoirs. The comment requests that a 
separate finding by the jurisdictional 
agency prior to the drilling of the well 
not be required in order for the gas from 
each of the other reservoirs to be 
eligible for the section 103 price. 

We recognize that multiple reservoir 
development can present practical 
problems involved in requiring separate 
findings by the jurisdictional agency 
prior to drilling. As noted previously, the 
Commission will under § 271.305(e) 
entertain applications of jurisdictional 
agencies for alternative procedures 
which would, if approved by the 
Commission, allow the findings to be 
made after drilling and based on facts 
developed after the drilling. The 
Commission points out, however, that in 
all cases where multiple reservoirs are 
penetrated by a single well a separate 
finding will have to be made for each 
reservoir covered by each proration 
unit. 

Under § 271.305(d), the jurisdictional 
agency must notify the Commission if 
the agency makes the finding required 
by §§ 271.305(b) and 271.305(c). A 
comment suggests that a jurisdictional 
agency be allowed to file a blanket 
notification with the Commission when 
the agency makes such a finding for a 
field in which several wells are located. 

Under § 274.207 of our interim 
regulations, a jurisdictional agency may 
submit for approval of the Commission 
alternative filing and notice 
requirements governing applications by 
producers for NGPA well 
determinations. Each jurisdictional 
agency is free to apply to the 


Commission for approval of an 
alternative plan incorporating a 
procedure for blanket notification as 
suggested. A party desiring such a 
blanket notification procedure as a 
means of complying with § 271.305(d) 
where there are several wells in a single 
field first must approach the pertinent 
jurisdictional agency. Only after a 
jurisdictional agency applies to the 
Commission for approval of such a 
blanket notification procedure will the 
Commission consider the merits of such 
a proposal. 

One comment suggests that producers 
who file for a well determination under 
section 103 of the NGPA, not also be 
required to file for a certificate of public 
convenience and necessity under the 
Natural Gas Act for sales of gas made 
prior to a final section 103 
determination. The comment contends 
that most of the gas involved will 
ultimately qualify for the section 103 
price and that the certificate filing will 
therefore be unnecessary. The comment 
also contends that the certificate 
requirement will delay deliveries of gas 
r to the interstate market while the 
producer awaits the issuance of the 
certificate from the Commission. This 
comment requests that the regulations 
make clear that filing for a certificate of 
public convenience and necessity is 
unnecessary for gas covered by section 
103 pending the outcome of the 
jurisdictional agency proceeding and 
final review by the Commission. 

Currently, the Commission is in the 
process of formulating a policy on the 
issue raised by this comment. Moreover, 
this issue which concerns the 
certificating of sales of committed or 
dedicated gas which ultimately may be 
excluded from the jurisdiction of the 
Commission under the Natural Gas Act, 
involves sections other than section 103 
of the NGPA. Consequently, the 
Commission will resolve the issue in a 
separate order to be issued at a later 
date. 

Under § 271.304 of the interim 
regulations, a new well is deemed to 
have satisfied applicable State or 
Federal well-spacing requirements if, 
prior to the commencement of drilling of 
the new well, a jurisdictional agency 
alters or waives the applicable well¬ 
spacing requirements. Two State public 
service commissions request that 
§ 271.304 be amended so that the section 
does not include alterations and waivers 
granted for the sole purpose of having a 
new well qualify as a new, onshore 
production well. Otherwise, these State 
commissions allege, the requirement 
under section 103(c)(2) of the NGPA that 
a new well satisfy applicable well¬ 


spacing requirements would be rendered 
meaningless. 

As noted above, the Commission 
believes that the special rule for new 
wells within existing proration units 
applies whenever a jurisdictional 
agency finds that a proration unit cannot 
be effectively and efficiently drained by 
an existing well, and that a new well is 
needed to perform the task. In some 
instances, to allow a new well that 
would qualify under the special rule as a 
new, onshore production well to be 
drilled on the existing proration unit, the 
jurisdictional agency must alter or 
waive its well-spacing requirements. 
Without § 271.304 as presently written, 
the jurisdictional agency in these 
instances would be foreclosed from 
determining that the new well is a new, 
onshore production well even though the 
agency makes the finding necessary for 
the well to qualify as such under the 
special rule. Furthermore, by permitting 
a State to waive its spacing 
requirements in order to permit new 
wells to qualify as new, onshore 
production wells, the Commission is not 
eviscerating section 103(c)(2) of the 
NGPA. The Commission does not 
believe that a State or Federal agency 
will necessarily waive its well-spacing 
requirements just to enable a well to 
qualify as a new, onshore production 
well. Thus, the request of these two 
State public service commissions must 
be denied. 

One jurisdicational agency requests 
that § 271.304 be amended to provide a 
rule for changes in the sizes of proration 
units, similar to the rule for waivers of 
well-spacing requirements. Under the 
agency’s proposal, when a jurisdictional 
agency redefines the boundaries of a 
proration unit prior to the drilling of a 
new well, which is within the former 
unit but which is also the only well 
within the newly created unit, the new 
well will be deemed to be not within an 
existing proration unit described in 
section 103(c)(3) of the NGPA. 

The Commission must reject this 
proposal. Unlike waivers of well-spacing 
requirements for the purposes of section 
103(c)(2) of the NGPA, redefinitions of 
the boundaries of proration units for the 
purposes of section 103(c)(3) must be 
accompanied by the finding regarding 
the effective and efficient draining of the 
existing proration unit. Unless the 
finding is made by the jurisdictional 
agency, a new-well drilled within the 
former unit cannot qualify as a new. 
onshore production well, regardless of 
the fact that the new well is the only 
well within the newly created unit. 

No comments were received by the 
Commission on §§ 271.301, 302 and 303 
of our interim regulations. These 
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sections have not been modified in the 
final regulations on new, onshore 
production wells issued by this order. 

Finally, the Commission on its own 
motion makes certain other editorial 
changes in § 271.305. These changes do 
not reflect a variance in the Commission 
policy as implemented in the interim 
regulations. 

Public Procedures and Effective Date 

The regulations in Subpart C of Part 
271 and Subpart B of Part 274 were 
originally proposed for comment in 
November of 1978 and issued as interim 
regulations on December 1,1978 (43 FR 
56448, December 1,1978). For 60 days 
thereafter comments were received and 
during that period public hearings were 
held on these regulations. By this 
process the Commission complied with 
the provisions of section 502(b) of the 
NGPA which requires that “(t]o the 
maximum extent practicable, an 
opportunity for oral presentation of 
data, views, and arguments” be afforded 
for certain regulations under the NGPA. 

The amendments to Parts 271 and 274 
which are contained in this order rest 
upon consideration given to the 
information received during the above- 
described notice, comment, and hearing 
process, as well as upon comments 
received over the FERC “Hot Line.” The 
Commission finds that further notice 
and public procedure with respect to 
these rules is unnecessary. 

Subpart C of Part 271, as issued in 
final form, and Subpart B of Part 274. as 
amended, 1 relieve restrictions 
previously placed on producers who file 
applications under the interim 
regulations implementing the NGPA. 
Thus, the Commission is dispensing with 
the publication requirements of 5 U.S.C. 
553(d)(1) (1977). Accordingly, both 
Subpart C of Part 271, issued as final 
regulations, and Subpart B of Part 274, 
as amended, are effective immediately 
with regard to jurisdictional agency 
determinations which have not yet 
become final under § 275.202 as of the 
day before the date of issuance of this 
order. 

(Natural Gas Act. as amended, 15 U.S.C. 717 
et seq.\ Department of Energy Organization 
Act. 42 U.S.C. 7107 et seq., Exec. Order No. 
12009. 42 FR 46267. Natural Gas Policy Act of 
1978, Pub. L No. 95-621, 92 Stat. 3350.) 

In consideration of the foregoing. 
Subpart C of Part 271, Subchapter H, 
Chapter I, Title 18. Code of Federal 
Regulations, is issued as final 
regulations effective immediately as set 
forth above. Subpart B of Part 274 is 


‘ There may be further amendments to Subpart B 
of Part 274 at the time Final Regulations for that 
Subpart are issued. 


amended effective immediately as set 
forth above. 

By the Commission. 

Kenneth F. Plumb. 

Secretary. 

PART 271 —CEILING PRICES 

1. Part 271 is amended in Subpart C to 
read as follows: 

Subpart C—New, Onshore Production 
Wells 

§ 271.301 Applicability. 

This subpart implements section 103 
of the NGPA and applies to the First sale 
of natural, gas produced from a new, 
onshore production well. 

§ 271.302 Maximum lawful price. 

The maximum lawful price, per 
MMBtu, for natural gas to which this 
subpart applies shall be the price 
specified for Subpart C of Part 271 in 
Table I of § 271.101(a). 

§ 271.303 Definition of new, onshore 
production well. 

For purposes of this subpart, the term 
“new, onshore production well” means a 
well which a jurisdictional agency has 
determined, in accordance with Parts 
274 and 275, to be a new, onshore 
production well (as defined in section 
103(c) of the NGPA). 

§ 271.304 Waivers of well-spacing 
requirements. 

If a jurisdictional agency alters, or 
grants a waiver of, any applicable well- 
spacing requirements prior to the 
commencement of surface drilling of the 
well for which a determination is 
sought, the new well shall be deemed to 
satisfy any applicable Federal or State 
well-spacing requirements as required 
by section 103(c)(2) of the NGPA. 

§ 271.305 Special rule applicable to 
existing proration units. 

(a) Applicability. This section applies 
only to a jurisdictional agency 
determination with respect to a new 
well which is within a proration unit: 

(1) Which was in existence at the time 
the surface drilling of such well began: 

(2) Which was applicable to the 
reservoir from which natural gas from 
such well is produced; and 

(3) Which applied to a well: 

(i) Which produced natural gas in 
commercial quantities: or 

(ii) The surface drilling of which was 
begun before February 19,1977, and 
which was thereafter capable of 
producing natural gas in commercial 
quantities. 


(b) Wells spudded after December 31. 

1978. and for which a drilling permit had 
not been issued prior to January 1, 1979. 

(1) This paragraph applies to wells to 
which this section applies and: 

(1) For which a drilling permit is issued 
after December 31.1978; or 

(ii)(A) The surface drilling of which 
began after December 31,1978; and 

(B) For which a drilling permit had not 
been issued prior to January 1,1979. 

(2) (i) In order for natural gas from a 
well to which this paragraph applies to 
qualify for the maximum lawful price 
under this subpart, the jurisdictional 
agency must explicitly find, prior to the 
commencement of drilling, that the well 
is necessary to effectively and 
efficiently drain a portion of the 
reservoir covered by the proration unit 
which cannot be effectively and 
efficiently drained by any existing well 
within the proration unit. This explicit 
finding must be based on appropriate 
geological and engineering data, and 
such data must be included in the notice 
of determination submitted to the 
Commission. 

(ii) Where the explicit finding of 
paragraph (b)(2)(i) of this section is that 
both an existing well and a new well are 
necessary to effectively and efficiently 
drain the reservoir covered by the 
proration unit and a pertinent State 
authority establishes allowables or 
production levels for the proration unit, 
the jurisdictional agency must also 
establish separate allowables or 
production levels for both the existing 
well and the new well, in order for 
natural gas from the new well to qualify 
for the maximum lawful price under this 
subpart. 

(c) Wells spudded on or after 
February 19, 1977, and before January 1. 

1979, or for which a drilling permit was 
issued before January 1 , 1979. 

(1) This paragraph applies to wells to 
which this section applies and: 

(1) The surface drilling of which began 
on or after February 19,1977, and before 
January 1,1979; or 

(ii) For which a drilling permit was 
issued before January 1,1979. 

(2) Upon request of an applicant, the 
jurisdictional agency shall review the 
record which was developed (by that 
agency or an agency which issued the 
pertinent drilling permit) prior to the 
commencement of drilling of a well 
described in paragraph (c)(l)(i) of this 
section or the issuance of the drilling 
permit for a well described in paragraph 
(c)(l)(ii) of this section. In order for 
natural gas from such well to qualify for 
the maximum lawful price under this 
subpart, the jurisdictional agency the 
commencement of drilling: 
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(i) The agency which developed the 
record explicitly found that the drilling 
of the new well was necessary to 
effectively and efficiently drain a 
portion of the reservoir covered by the 
proration unit which could not be 
effectively and efficiently drained by 
any existing well within the proration 
unit; or 

(ii) The agency which developed the 
record implicitly made such a finding 
and the record would support an explicit 
finding that the drilling of the new well 
was necessary to effectively and 
efficiently drain a portion of the 
reservoir covered by the proration unit 
which could not be effectively drained 
by any existing well within the proration 
unit. 

(d) Notice of finding. If the 
jurisdictional agency makes a finding 
under paragraph (b) or (c) of this 
section, it shall notify the Commission of 
such a determination in accordance with 
§ 274.104. 

(e) Alternative procedure. A 
jurisdictional agency may submit to the 
Commission alternative procedures for 
making the findings required in 
paragraphs (b) and (c) of this section 
after commencement of drilling of the 
new well. The finding then may be made 
on the basis of a record developed after 
commencement of drilling of the new 
well. Such procedures will apply, if 
approved by the Commission, in lieu of 
the procedures under the preceding 
paragraphs of this section. 

PART 274—DETERMINATIONS BY 
JURISDICTIONAL AGENCIES 

2. Part 274 is amended in § 274.204(f) 
to read as follows: 

§ 274.204 New, onshore production wells. 

• * * « • 

(f) If the applicant is seeking a 
determination with respect to a new 
well drilled into an existing proration 
unit pursuant to § 271.305, the applicant 
must file all items required in 
paragraphs (a) through (e) of this 
section, except for the portion of the 
oath statement described in paragraph 
(d)(3) and demonstrate by appropriate 
geological evidence and engineering 
data that the new well is necessary to 
effectively and efficiently drain a 
portion of the reservoir covered by the 
proration unit which cannot be 
effectively and efficiently drained by 
any existing well within the proration 
unit. 

(FR Doc 79-2545© Filed 8-23-79: 8:45 am| 
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18 CFR Parts 271 and 274 

[Docket No. RM79-73; Order No. 441 

Stripper Well Natural Gas; Final 
Regulations and Amendments to 
Interim Regulations 

agency: Federal Energy Regulatory 
Commission. 

action: Final Regulations and 
Amendments to Interim Regulations. 

summary: The Federal Energy 
Regulatory Commission is issuing in 
final form regulations which implement 
section 108 of the Natural Gas Policy 
Act of 1978. Section 108 establishes 
ceiling prices and special rules for 
natural gas produced from stripper 
wells. The final regulations represent 
several modifications of the Interim 
Regulations issued December 1,1978. In 
addition, the Commission is amending 
the requirements for filing with 
jurisdictional agencies for this type of 
gas to track changes made in the final 
regulations. 

EFFECTIVE DATE: August 22, 1979. 

FOR FURTHER INFORMATION CONTACT: 

Carol Lane, Office of the General 
Counsel. Federal Energy Regulatory 
Commission, Room 4308-F, 825 North 
Capitol Street, N.E., Washington. D.C. 
20426, (202) 275^867. 

Before Commissioners: Charles B. Curtis, 
Chairman; Georgians Sheldon. Matthew 
Holden, Jr., and George R. Hall. 

In the matter of final rule amending 
Subpart H of Part 271 on stripper well 
natural gas and amendments to 
§ 274.206 of the interim regulations. 

Issued: August 22,1979. 

I. Background 

On December 1,1978, the Federal 
Energy Regulatory Commission 
(Commission) issued interim regulations 
(43 FR 56448) implementing certain 
sections of the Natural Gas Policy Act of 
1978 (92 Stat. 3350) (NGPA). Part 271, 
Subpart H, of the interim regulations 
implements section 108 of the NGPA, 
applying to first sales of natural gas 
produced from stripper wells. Subpart H 
contains definitions of terms used in 
section 108 and prescribes several 
special rules intended to assist in 
implementation of the section. Section 
274.206 sets forth the filing requirements 
for stripper well natural gas 
determinations. 1 


'The amendments to § 274.206 are not being 
promulgated as final rules at this time. The 
Commission is considering promulgating all sections 
of Subpart B. Part 274. as final regulations by 
separate order. 


II. Summary of Comments and 
Revisions to Subpart H 

A. General. Section 108 of the NGPA 
prescribes a definition and a maximum 
lawful price for stripper well natural 
gas. According to the general rule 
prescribed in section 108(b)(1) of the 
statute, natural gas is stripper well 
natural gas if, during the 90-day 
production period preceding the date on 
which application is made for a stripper 
well determination, the well produced 
nonassociated natural gas at its 
maximum efficient rate of flow and did 
not exceed an average of 60 Mcf per 
production day. Natural gas may qualify 
as stripper well natural gas regardless of 
the spud date for the producing well. 
Section 108(b)(2) provides that a well 
may, after initial qualification, continue 
to qualify as a stripper well if 
production exceeds 60 Mcf per day 
during any 90-day production period, so 
long as the increased production is 
determined to have resulted from the 
application of recognized enhanced 
recovery techniques. 

B. Recognized Enhanced Recovery 
Techniques. Section 271.803(a) of the 
regulations defines “recognized 
enhanced recovery techniques." In the 
interim regulations, this definition 
required that a recognized enhanced 
recovery technique increase the ultimate 
recovery of gas from a well. Comments 
from producers and jurisdictional 
agencies expressed confusion as to the 
meaning of the term “ultimate 
recovery." It was pointed out that it 
would be difficult to determine whether 
a well had actually experienced an 
increase in the amount of gas which 
could ultimately have been produced 
from the well had the enhanced 
recovery technique not been applied. 
Most comments asserted that the only 
determination which a jurisdictional 
agency could make with certainty would 
relate to whether or not rate of recovery 
from a well had been accelerated. 

Upon consideration of these 
comments, the Commission has 
concluded that our use of the term 
“ultimate recovery” established a test 
which was difficult to meet and which 
limited recognized enhanced recovery 
techniques to a narrower scope than 
was contemplated in section 108. We 
believe that once a well has qualified as 
a stripper well. Congress intended that a 
producer who applies an enhanced 
recovery technique which increases his 
rate of production above 60 Mcf per day 
should not be penalized by loss of the 
stripper well price. Accordingly, we 
have revised the rule to provide that any 
enhanced recovery techniques which 
increase the rate of production of gas 
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from a well shall generally qualify as 
recognized enhanced recovery 
techniques. We have also revised the 
rule to provide that normal completion 
operations performed within two years 
of the initial completion do not qualify 
as recognized enhanced recovery 
techniques. This provision is intended to 
insure that a producer does not have an 
economic incentive to delay installation 
of a normal completion operation, 
establish the well as a stripper well, and 
then apply the completion operation, 
claiming that it is a recognized 
enhanced recovery technique. 
Additionally, the new rule provides that 
any drilling activity which results in 
production from another reservoir shall 
not qualify as a recognized enhanced 
recovery technique. 

A number of comments asked that the 
Commission provide examples of 
processes or equipment that constitute 
recognized enhanced recovery 
techniques. Commentors gave particular 
attention to the issue of whether or not 
compression falls within the definition. 
In this respect, we believe it is clear 
from our revised definition that any 
technique shall qualify if it increases the 
rate of production from the well. 
Accordingly, compression qualifies as a 
recognized enhanced recovery technique 
so long as it is not a normal completion 
operation performed within two years of 
initial completion. With respect to what 
constitutes a "normal well completion 
operation," the Commission notes that 
such operations may differ from State to 
State due to geological differences in the 
producing reservoirs. For this reason we 
have stipulated in the regulation that the 
jurisdictional agency shall define the 
term “normal well completion 
operation" with respect to wells in the 
State. If the agency has not defined the 
term, it shall apply State custom or 
practice in making such determinations. 

One comment suggested that 
determinations of what constitutes 
enhanced recovery techniques under 
§ 271.803(a) should be left entirely to the 
jurisdictional agencies and not to the 
Commission. We do not agree. Section 
501(a) gives the Commission authority to 
prescribe such rules as it finds 
necessary or appropriate to carry out its 
functions under the NGPA, and section 
501(b) authorizes the Commission to 
define accounting, technical, and trade 
terms used in the Act. In the case of 
recognized enhanced recovery 
techniques, we have exercised our 
statutory authority to define this term 
because we believe that such a 
definition is essential to a reasonably 
uniform application of the provisions 
Congress included in section 108. 


Another comment proposed that 
where a well qualifies as a stripper well 
for a 12-month period and then 
production increases to a level in excess 
of 60 Mcf per day, it should be 
conclusively presumed that the cause of 
this increase was the* application of 
recognized enhanced recovery 
techniques. The Commission believes 
that adoption of this proposal would 
contravene the NGPA, because it would 
mean that once a well had maintained 
stripper status for 12 months it would 
conclusively maintain its stripper well 
status permanently. To the contrary, we 
note that the NGPA provides that 
maintenance of stripper status after 
production exceeds 60 Mcf per 
production day is specifically predicated 
upon the operator’s having installed 
“recognized" enhanced recovery 
techniques. 

C. Nonassociated Natural Gas . 

Section 271.803(b) defines 
“nonassociated natural gas." A well 
meets the statutory definition of a 
stripper well only if the gas it produces 
during the qualifying production period 
is not associated with oil. However, 
“nonassociated natural gas" is defined 
so as to permit a stripper well to qualify 
under this subpart if it produces crude 
oil in volumes which do not exceed 
specific limits. The rule provides for a 
sliding-scale ratio of natural gas to 
crude oil production, depending on the 
amount of production. 

A number of comments addressed this 
issue. Some asserted that the definition 
went beyond the Commission's 
statutory authority and that 
“nonassociated natural gas" should 
properly be defined by the jurisdictional 
agencies. Others proposed that the 
sliding-scale crude oil allowance be 
eliminated because the statute makes no 
provision for it. On the other hand, some 
parties favored increasing the crude oil 
allowance, with a number of 
commentors favoring a 10-barrel-per- 
day limitation on crude oil production. 
Still others suggested that the sliding 
scale be replaced with a flat 3-barrel- 
per-day oil allowance in order to lessen 
administrative burdens and make the 
provision less restrictive. 

As noted earlier, we have concluded 
that sections 501(a) and 501(b) of the 
NGPA provide authorization for the 
Commission, where appropriate, to 
define terms used in the Act. We believe 
that the definition of nonassociated 
natural gas established in the interim 
regulations conforms to the intent of 
Congress, as stated in the Statement of 
Managers, that "the Commission could 
allow a de minimis amount of oil to be 
produced from the well without 


disqualifying the well." (at p. 89) As we 
noted in the preamble to the interim 
regulations, we adopted the sliding scale 
in the belief that it provides a 
reasonable definition of nonassociated 
natural gas. Our approach is an attempt 
to reconcile two important interests 
which commentors on this section have 
stressed. First, we believe that a 
reasonable incentive is needed to 
preserve production of gas and oil from 
marginal wells, particularly in the 
Appalachian area. Too restrictive a limit 
on crude oil production could result in 
premature plugging and abandonment of 
marginal gas wells, which in turn could 
result in a permanent loss of reserves. 
On the other hand, we are mindful that 
Congress provided in section 108(b)(3)(c) 
of the NGPA that nonassociated natural 
gas means natural gas which is not 
produced in association with crude oiL 
W’hile the above-cited Statement of 
Managers and other legislative history 
make it clear that Congress intended a 
minimal amount of crude oil production 
to be permitted, we feel constrained to 
keep crude oil allowances to a de 
minimis standard. Accordingly, we 
believe that the definition as it stands is 
reasonable and prescribes limits 
contemplated by Congress. 

In addition, the Commission’s sliding 
scale approach is predicated in part on 
the economics of producing both oil and 
gas from marginal wells. We believe 
that aggregate revenues from such wells 
should be adequate to maintain 
continued production. However, such 
a 88 r egate revenues should not exceed 
those revenues which would result from 
the sale of 60 Mcf of gas and 1 barrel of 
oil. The sliding scale in § 271.803(b) 
implements this approach. 2 

D. 90-Day Production Period and 
Production Day . Two additional 
definitions have been added to § 271.803 
in response to comments which asked 
that the statutory terms "90-day 
production period" and "production 
day" be explained in our regulations. A 
new subparagraph (c) defines that 
former term, and a new subparagraph 
(d) defines the latter. Both reflect the 
statutory definitions. Subpart (c) also 
establishes a presumption (explained 
below) with respect to the establishment 
of a 90-day production period. 

A 90-day production period is defined 
as any period of 90 consecutive calendar 
days, excluding those days during which 
natural gas is not produced for reasons 


* For example, if a well produced 30 Mcf of gas (at 
$2.50 per Mcf) and 3 barrels of oil (at $20 a barrel) 
per day, aggregate revenues from the well would be 
$75 + $60, or $135 per day. These aggregate 
revenues would not exceed aggregate revenues for a 
well producing 60 Mcf of gas and 1 barrel of oil per 
day ($150 + $20, or $170 per day). 
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other than voluntary action of any 
person with the right to control 
production. All stripper well 
determinations rest on qualifying 90-day 
production periods. The Commission 
has determined, however, that several 
important administrative considerations 
make it appropriate that 90-day 
production periods be calculated on a 
90-calendar-day basis, without bringing 
additional days into the period in cases 
where some days are excluded pursuant 
to the statutory definition. We note two 
relevant considerations in this respect. 
First, it is general industry practice to 
keep production records on a monthly 
rather than daily basis. Any necessity to 
change this practice could present 
producers with a difficult and costly 
burden. Second, the calculations 
required to compute a statutory 90-day 
production period would complicate the 
jurisdictional agency determination 
process while resulting in no substantial 
difference in the outcome of the 
determination in the great majority of 
cases. 

Accordingly, the Commission has 
determined that where average daily 
production, calculated on a 90-calendar- 
day basis, is 60 Mcf or less per 
production day, there is substantial 
evidence to support a Finding that the 
well produced 60 Mcf or less per 
production day during the 90-day 
production period defined in the statute. 
To implement our determination in this 
respect, we have provided in 
§ 271.803(c)(2) that where records for a 
90-consecutive-calendar-day period 
indicate that the well produced 60 Mcf 
or less per production day during that 
period, a rebuttable presumption is 
created that the well produced 60 Mcf or 
less per production day during the 
statutory 90-day production period. 

A "production day" is defined in 
§ 271.803(d) as (1) any day during which 
natural gas is produced, and (2) any day 
during which natural gas is not 
produced if production during such day 
is prohibited by a requirement of State 
law or a conservation practice 
recognized or approved by the State 
agency having regulatory jurisdiction 
over the production of natural gas. 

Under these regulations, we will 
permit a 90-day production period to be 
calculated as follows: 

(1) The producer shall submit daily or 
monthly production records for a 90- 
consecutive-calendar-day period. 

(2) The producer shall submit the 
number of days natural gas was 
produced during the 90-consecutive- 
calendar-day period. 

(3) The producer shall submit, if 
applicable, the number of days natural 
gas was not produced during the 90- 


consecutive-calendar-day period, and 
(a) a description of the State law or 
conservation practice (recognized or 
approved by the State agency having 
regulatory jurisdiction over the 
production of natural gas) under which 
the well did not produce on any such 
day or days, or (b) and explanation of 
any other reason the well did not 
produce on any such day or days. 

(4) The total volume of gas produced 
during the 90-consecutive-calendar-day 
period shall be divided by the number of 
days in the period which qualify as 
"production days" as defined in 

§ 271.803(d). The Figure reached is to be 
rounded off to the nearest whole 
number. Fractions are rounded off by 
increasing the whole number where the 
fraction is equal to or greater than .5 
Mcf (e.g., 60.6 Mcf = 61 Mcf) and by 
dropping any fraction less than .5 Mcf 
(eg.. 60.4 Mcf = 60 Mcf). 

(5) Where the average production, 
calculated according to (4) above, is 60 
Mcf or less per production day. a 
presumption is created that the well 
produced 60 Mcf or less per production 
day during the statutory 90-day 
production period. 

(6) The presumption created according 
to (5) above may be rebutted by the 
purchaser or other interested person by 
evidence showing that if the producer, 
pursuant to the statutory definition of 
90-day production period, had excluded 
days during which natural gas was not 
produced for reasons other than 
voluntary action, and subsequently 
added on days to bring the production 
period back to a total of 90 calendar 
days, production for that period would 
have exceeded 60 Mcf per production 
day. 

Sections 274.206(a)(4) and (5) have 
been amended, where appropriate, to 
accord with the above-described 
procedure. 

The Commission is also aware that 
some three-calendar-month records may 
contain slightly more or less than 90 
calendar days. For example, the period 
February-March-April 1979 contained 
89 calendar days. In such cases, we 
believe that reasonable assumptions 
premised upon monthly records will 
provide the jurisdictional agency with 
sufFicient evidence upon which a 
determination may be made. 

E. Rate of Production. Section 271.804 
sets forth special rules which interpret 
and apply terms used in the NGPA. 
Section 271.804(a) concerns the 
methodology for determining the rate of 
production from a well for which a 
stripper well determination is sought. 
Comments were received from a number 
of producers, as well as from the State 
of New Mexico and one of its Senators, 


proposing that the Commission revise 
this interim rule. The commentors 
objected to the requirement that total 
volume of natural gas produced from the 
well be utilized for purposes of 
calculating the average rate of 
production, regardless of whether the 
well is completed in more than one 
interval. It was suggested that separate 
completion locations within a multi¬ 
completion well be treated as separate 
wells for purposes of determining rate of 
production. The parties argued that the 
rule as it stood would encourage owners 
to refrain from producing a second 
reservoir within the same bore because 
this might mean loss of the stripper 
price. They argued further that owners 
might also be encouraged to plug one 
interval of a well in order to qualify 
production from another interval as a . 
stripper. Some parties made the point 
that dual completions may have nothing 
in common other than the same 
wellbore: they may have different 
interest owners, different royalty 
owners, different purchasers, and fall 
into different price categories. Other 
comments noted that many States and 
Government agencies have traditionally 
classiFied individual completions as 
individual wells and that nothing in the 
NGPA directly contravenes this 
traditional practice. 

The Commission cannot agree that a 
practice should be maintained solely 
because it is traditional, or that the 
interests of different owners or 
purchasers in the same wellbore make 
the interim rule unreasonable. We 
recognize that there may be cases in 
which treating volume from separate 
intervals as total volume in order to 
calculate stripper well eligibility may 
result in a lack of incentive to drill a 
new interval or to maintain an old one. 
However, we believe that the language 
of the statute supports the Rate of 
Production rule. We note that Congress 
provided separate definitions for the 
terms "welT and "completion location" 
in section 2 of the NGPA. Throughout 
the Act, Congress made use of the term 
"completion location" in places in which 
that term needed to be distinguished 
from the term "well." For example, in 
sections 102,103, and 107, Congress 
referred to "completion location" when 
describing certain criteria under which 
wells could qualify under those sections. 
But Congress did not use the term 
"completion location" when describing 
criteria for qualification under section 
108. We believe that if Congress had 
intended stripper well qualification to 
be determined for each "completion 
location." it would have used that term. 
Congress instead used the term "well." 
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Accordingly, we believe that the Rate of 
Production rule implements 
Congressional intent that total volume 
from the well, regardless of whether it is 
completed in more than one interval, is 
the basis for calculation of volume 
under section 108. 

Another comment on § 271.804(a) 
requested that the Commission make it 
clear that rate of production may be 
measured either before or after the 
extraction of natural gas liquids. In this 
respect, we note that the Statement of 
Managers says: 'The 60 Mcf per day 
measurement is intended to be applied 
after extraction of natural gas liquids; 
production of natural gas liquids does 
not disqualify a well from qualifying as 
a natural gas stripper well” (at p. 89). 
Accordingly. § 271.804(a) has been 
amended to reflect this Congressional 
intent. 

F. Averaging of Production. Section 
271.804(b) applies when the wells are 
not individually metered. Under 
paragraph (b), jurisdictional agencies 
may average rates of production in 
order to determine whether particular 
wells are stripper wells. For example, if 
six wells were attached to a single 
meter, and the meter showed deliveries 
averaging 360 Mcf per production day. 
presumptively all wells would qualify. 

If, on the other hand, deliveries from the 
six wells averaged 370 Mcf per 
production day, presumptively none of 
the wells would qualify. In either case, 
alternative evidence may be offered in 
rebuttal to establish qualification or the 
lack of qualification. 

One comment on this rule suggested 
that an allocation to each well should be 
calculated based on both a master meter 
reading and periodic production tests of 
each well. We do not believe that 
periodic tests on individual wells are 
necessary in order to insure stripper 
well eligibility where there is a single 
meter. Accordingly, the interim rule has 
not been changed. 

G. Applications for Determinations. 
Section 271.804(c) originally provided 
that an application for a stripper well 
determination be based on a 90-day 
production period falling within 120 
days of the date on which the 
application was filed. Inquiries made 
over the FERC “Hot Line” indicated that 
some parties interpreted this rule to 
mean that any 90-day production period 
in which one or more days fell within 
120 days of the filing date would qualify 
under the rule. It was not the 
Commission's intent to allow such a 
prolonged interval between the end of 
the 90-day production period and the 
date of filing. We believe that a 
jurisdictional agency should be provided 
with the most current data possible 


upon which to make a stripper well 
determination. Accordingly, we have 
revised the rule to make it clear that the 
entire 90-day production period must 
fall within the prescribed period for 
filing. However, in response to one 
written comment, we have also 
expanded the 120-day limit to 180 days. 
This will give an owner or operator a 
maximum of90 days after the end of the 
90-day production period within which 
to file a stripper well application. 
(Section 271.805(c) has also been 
changed to allow a maximum of 90 days 
for filing a notice of increased 
production pursuant to the rules for 
continuing qualification.) Section 
274.206, which sets forth the filing 
requirements for stripper well 
determinations, is also amended, in 
§ 274.206(a)(3)(ii), to reflect both of these 
changes. 

A group of producers proposed that 
any well which had a documented 
history as a stripper well before May 1, 
1978 but whose production subsequently 
rose above the 60 Mcf limit as the result 
of the application of recognized 
enhanced recovery techniques should be 
eligible to apply for a stripper well 
determination. The Commission 
disagrees. The definition of stripper well 
natural gas in section 108(b)(1) requires 
the establishment of a 90-day production 
period (during which production did not 
exceed an average of 60 Mcf per day) 
preceding the application for a stripper 
well determination. The statutory 
definition then goes on to provide that a 
well “which previously qualified as a 
stripper well under paragraph (1)” may 
exceed the 60 Mcf per day limit if the 
increase was the result of application of 
a recognized enhanced recovery 
technique. Accordingly, in order for a 
well to be eligible for a determination 
that production has increased due to a 
recognized enhanced recovery 
technique, an applicant must/;7s/ have 
established a qualifying preceding 90- 
day production period. A well such as 
that described in this comment cannot 
establish such a qualifying period. 

H. Seasonally-affected Wells. Section 
271.804(d) (formerly 5 271.804(e)) is a 
special rule which permits wells to 
retain stripper status despite increases 
in production above the 60 Mcf per day 
level, provided the increase is 
attributable to seasonal fluctuations. 
Jurisdictional agencies may make the 
determination that a well is seasonally 
affected on the basis of production 
history over a 24-month period if 
production from the well has not and 
cannot reasonably be expected to have 
exceeded an average of 60 Mcf per day 
for any 12-month period. 


Comments from State public service 
commissions and other groups 
recommended that this special rule be 
deleted, because section 108 does not 
provide a statutory predicate for it. The 
Commission disagrees. Production from 
a well often varies as a result of 
pressure differentials. A rule that 
ignores this occurrence would place an 
undue administrative burden on 
producers, States and the Commission. 
Many wells would have to go through 
the qualification and disqualification 
process every year. The Commission 
believes that once a well has qualified 
as a stripper, it should be able to remain 
qualified as long as production, when 
calculated on a yearly basis, does not 
exceed an average of 60 Mcf per 
production day, where the well is 
determined to be seasonally affected. 
The Commission believes this rule is 
practical, is within the spirit and intent 
of the law, and is a proper exercise of its 
rulemaking authority under section 
501(a) of the Act. 

One comment on seasonally affected 
wells asked if production level, as set 
forth in § 271.804(d)(1), was the only 
criterion for the establishment of a well 
as a stripper well. This party pointed out 
that the filing requirements of 
§ 274.206(d)(4) additionally require that 
an applicant describe “the nature of the 
seasonal fluctuations.” In this respect, 
the Commission notes that 
§ 271.804(d)(1) provides that a 
designation that a well is seasonally 
affected shall be granted by a 
jurisdictional agency “only if it finds 
that the seasonal fluctuations have not 
and cannot reasonably be expected to 
increase production levels above an 
average of 60 Mcf per production day for 
any 12-month period.” We believe that a 
jurisdictional agency must look into the 
nature of seasonal fluctuations in order 
to make such a finding. Accordingly, the 
filing requirement of § 274.206(d)(4) acts 
as a supplement to the special rule for 
seasonally affected wells. 

Section 274.206(d)(5) requires that the 
applicant file a statement indicating that 
notice of the designation that a well is 
seasonally affected has been served on 
the entities listed in § 271.805. Section 
274.206(d)(5) is amended to clarify that 
notice is required to be served on the 
jurisdictional agency, the Commission, 
and any purchaser. A similar change is 
made in § 274.206(c)(4). 

Section 271.804(d)(1) also requires that 
production records for a period of at 
least 24 months accompany a petition 
for a designation as a seasonally 
affected well. One jurisdictional agency 
proposed that the 24 months be reduced 
to 12 months, arguing that seasonal 
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variations on gas wells generally show 
their range over a 12-month period. We 
decline to make this change. It is our 
belief that a 24-month record provides a 
more reliable indication of a well’s true 
production pattern. 

Section 271.804(d)(3) of the interim 
regulations contained a clerical error 
which has been corrected in the final 
regulations. This section now exempts 
the purchaser and operator of a well 
which has been designated as 
seasonally affected from the filing 
requirements of § 271.805 (not § 274.805), 
unless the average rate of production 
exceeds 60 Mcf per day for a 12-month 
period. 

1. Continuing Qualification. Section 
271.805 is a rule implementing section 
108(b)(2) of the NGPA. The format of the 
section has undergone certain revisions 
for purposes of clarification. 

The continuing qualification rule 
disqualifies wells which produce 
quantities of gas in excess of the 
amounts permitted by law and this 
subpart. The rule also provides for a 
reporting mechanism to monitor the 
continued qualification of the well. Both 
the operator of the well and the 
purchaser of the gas are obligated to 
report any increase in gas production 
above an average of 60 Mcf per 
production day for any 90-day 
production period. Unless the operator 
receives a determination from a 
jurisdictional agency that the increase 
was due to the application of recognized 
enhanced recovery techniques, or that 
the well has been designated as 
seasonally affected, he may no longer 
collect the stripper price for the well. If 
the operator files a petition for a 
determination that the increase results 
from enhanced recovery techniques or 
seasonal fluctuations, or if he files a 
motion contesting the notice, continued 
collection of the stripper well price shall 
be made subject to refund for deliveries 
made after the last day of the applicable 
90-day or 12-month production period. 

One comment proposed that a 
jurisdictional agency be permitted to 
make a permanent finding that a well is 
seasonally affected, excusing the 
operator and purchaser from any further 
filing requirements under this section, 
regardless of subsequent production 
level. The Commission has not adopted 
this approach. A properly designated 
seasonally affected well which 
subsequently exceeds the allowable 12- 
month production level for reasons other 
than use of recognized enhanced 
recovery techniques can no longer be 
defined as a stripper well under section 
108(b)(1) of the NGPA. We believe that 
to ignore production level once a well is 
designated as seasonally affected is to 


ignore our duty to administer and 
enforce the NGPA. 

Another comment on § 271.805 
proposed that the section be eliminated 
altogether, adopting an approach of 
“once a stripper, always a stripper/* As 
noted previously, the Commission 
believes that the implementation of 
sections 108(b)(1) and 108(b)(2) requires 
the rule. We have attempted in 
§ 271.805(d) to give operators a 
reasonable means of challenging any 
notice given by a purchaser that the 
statutory limit has been exceeded. 
Section 271.805(d) provides that a well 
will not lose its stripper well status if a 
petition opposing the notice is filed 
within 30 days of the date the purchaser 
gives notice. The operator may continue 
to collect the maximum lawful price, 
subject to refund from the last day of the 
90-day or 12-month production period 
described in the notice. 

A number of comments from pipelines 
proposed that the burden of giving 
notice under § 271.805(a) be placed 
solely on the operator, rather than on 
both operator and purchaser. It was 
argued that the operator is in the best 
position to determine when the well 
exceeds stripper limits. The Commission 
strongly disagrees with this proposal. 

We find that to require a pipeline to 
monitor its purchases of stripper well 
gas is not unduly burdensome. In many 
cases the pipeline already monitors 
production for purposes of billing. More 
importantly, however, we believe that 
our rule is consistent with the duty 
pipelines owe to their own purchasers to 
insure that all gas purchases are 
properly priced. 

Two comments asserted that § 271.805 
should require that written notice be 
given if production of crude oil exceeds 
the amount allowed under the definition 
of nonassociated natural gas. The 
Commission has not adopted this 
proposal because of our concern about 
both the practical difficulties inherent in 
monitoring oil production and the 
administrative burden it would impose. 
In a situation where oil production 
increases, we believe that as a general 
matter gas production will also increase. 
Consequently, most wells which come to 
exceed the oil limit will at the same time 
exceed the gas limit and be disqualified 
as strippers on the basis of the latter. 
Should a situation come to the 
Commission’s attention wherein this 
general proposition does not apply and 
wherein crude oil production is in 
excess of the prescribed limits of 
§ 271.803(b), the Commission will 
undertake whatever measures we deem 
appropriate to resolve the matter. 

J. Jurisdictional Agency 
Determinations and Commission 


Review. Section 271.806(a) stipulates 
that upon receipt of a petition to 
designate a well as seasonally affected 
or an application to determine that 
production in excess of the stripper well 
limitation was due to use of recognized 
enhanced recovery techniques, the 
jurisdictional agency shall treat the 
petition or application as if it were an 
application for an initial determination. 
Section 271.806(b) provides for 
Commission review of juridsdictional 
agency determinations with respect to 
seasonally affected wells and 
recognized enhanced recovery 
techniques. 

In order to assist jurisdictional 
agencies in making determinations with 
respect to enhanced recovery 
techniques. § 271.806(c) provides that an 
agency may seek a declaratory order or 
staff interpretation from the Commission 
that a type of process or equipment 
qualifies as a recognized enhanced 
recovery technique as defined in 
§ 271.803(a). In this respect one 
commentor asked whether the 
declaratory order procedure was 
optional or mandatory on the part of a 
jurisdictional agency. We stress that 
initial determinations regarding 
recognized enhanced recovery 
techniques will be made by each 
jurisdictional agency pursuant to the 
definition established by the 
Commission in § 271.803(a) and subject 
to Commission review. The declaratory 
order procedure is available to an 
agency, on an optional basis, in order to 
facilitate its determinations. 

Another comment asked that the 
Commission specify the procedure to be 
employed when an agency seeks a 
declaratory order with respect to 
recognized enhanced recovery 
techniques. Accordingly, we have added 
language to § 271.806(c) to provide that 
such declaratory orders shall be filed in 
accordance with the requirements of 
5 1.7(c) of the Commission’s Rules of 
Practice and Procedure (18 CFR 1.7(c)). 

A group of producers suggested that it 
would be helpful if a producer could 
directly file with the Commission for a 
declaratory order on a particular 
enhanced recovery technique. It was 
argued that producers will be reluctant 
to install certain techniques without 
advance knowledge that the well will 
retain its stripper well status. The 
Commission notes that under § 1.7(c) of 
its Regulations any person may file for a 
declaratory order on an issue in which 
that person has an interest. Section 
271.806(c) was specifically included in 
our regulations so as to emphasize that 
jurisdictional agencies may seek 
declaratory orders with respect to 
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recognized enhanced recovery 
techniques. The Commission 
contemplates that each jurisdictional 
agency will make the initial 
determination on this issue, basing its 
decision on our definition of the term. 
We have also provided, in an 
amendment to § 271.806(c), that a 
jurisdictional agency may seek a staff 
interpretation from the Commission with 
respect to a recognized enhanced 
recovery technique. We encourage 
agencies to seek such interpretations 
where necessary to facilitate their 
decisions. 

A suggestion was made that a well 
producing low Btu gas should be 
allowed to exceed the 60 Mcf per day 
limit, yet still qualify as a stripper. The 
Commission declines to make such an 
allowance because the NGPA clearly 
stipulates that stripper well production 
shall be measured in Mcfs. Btu content 
is a consideration only for purposes of 
determining the maximum lawful price. 

K. Maximum Efficient Rate of Flow. 
Section 108(b)(1)(B) of the NGPA 
provides that a well must produce at its 
“maximum efficient rate of flow” (MER) 
during the 90-day production period in 
order to qualify as a stripper well. 
Section 271.807 (formerly § 271.804(d)) 
implements this MER requirement. The 
section has been amended in several 
respects, as discussed below, and 
conforming amendments have been 
made in § 274.206. 

Section 271.807(a) applies the 
statutory requirement for establishment 
of MER and § 271.807(b) provides 
alternative methods for establishment of 
MER. The first alternative provides that 
if a well has produced an average 
volume of 60 Mcf or less per production 
day during the 12-month period ending 
concurrently with the 90-day production 
period, there is a rebuttable presumption 
that the well produced at its MER during 
the 90-day production period. The 
Commission notes that over the course 
of the 12-month period a well may 
occasionally be shut in for several days 
or weeks as part of normal production 
procedure. Such a shut-in will not 
disqualify the well from establishing 
MER. We wish to make it clear, 
however, that a well which is not 
producing at all during the 9 months 
preceding the 90-day production period 
cannot be presumed to have produced at 
its MER during the 90-day production 
period. An MER presumption cannot 
reasonably be made unless the 
jurisdictional agency is able to review a 
record which sets forth the production 
pattern and rate of production over a 12- 
month period during which the well was 
actually in production. 


The second alternative method of 
establishing MER involves situations in 
which natural field decline has brought 
about a gradual decrease in a well's 
production to a point at which the well 
is producing 60 Mcf or less during the 90- 
day production period, but where 
production during the preceding 9 
months was high enough that the well's 
12-month production average slightly 
exceeded 60 Mcf. The Commission is 
adopting a new regulation to apply in 
this situation. Section 271.807(b)(l)(ii) 
provides that where a well’s production 
during the 12 months ending 
concurrently with the 90-day production 
period indicates an average of 70 Mcf or 
less per production day, the 
jurisdictional agency shall defer making 
a determination on the well and shall 
establish a later 12-month period upon 
which to determine MER. (This deferred 
12-month period must include the 90-day 
production period upoq, which the 
application was based.) At the end of 
the deferred period, the applicant shall 
submit the relevant production records 
and the jurisdictional agency shall 
determine whether or not the well’s 
average production for the deferred 12 
months exceeded 60 Mcf. The agency 
shall then make the MER determination 
accordingly. An applicant may make 
interim collection of the section 108 
price during the period of deferral, or 
may collect such price retroactively 
once an affirmative determination has 
become final. 

The Commission's decision to amend 
the regulations in this regard rests on 
our confidence that examination of a 
well’s production history can provide 
the jurisdictional agency with 
substantial evidence that a well has or 
has not met the statutory requirement 
with respect to MER. We have 
established a 12-month average 
production level of 70 Mcf as a cut-off 
point for permitting deferral of the 
determination because we believe a 
well within the 61-70 Mcf range per 
production day during that period may 
experience natural decline to 60 Mcf or 
less per production day by the last 90 
days of that 12 month period. If, 
however, average production at 60 Mcf 
or less is not experienced during a 
deferred 12-month period, the 
jurisdictional agency must make a 
negative determination and the 
applicant must make the appropriate 
refunds pursuant to the provisions of 
Subpart C of Part 273. 

There may arise situations in which a 
12-month production history is not 
available because the well is new. In 
such situations, the jurisdictional agency 


may also employ the deferral process 
described above. 

A final alternative method of 
establishing MER is provided in 
§ 271.807(b)(3). The jurisdictional agency 
may base the determination on other 
substantial evidence, such as flow tests, 
which measure production capability. 

Unless the jurisdictional agency is 
relying on § 271.807(a) or § 271.807(b)(3), 
it is required to make a negative 
determination in the following 
situations: 

(1) Where production data for the 12 
months ending concurrently with the 90- 
day production period indicate that the 
well’s average production exceeded 70 
Mcf; 

(2) Where production data for the 
deferred 12 month period indicate that 
the well’s average production exceeded 
60 Mcf; and 

(3) Where the jurisdictional agency is 
relying on a deferred 12 month period 
and the applicant fails to submit the 
required production data. 

In order to clarify the MER 
regulations, the Commission has 
amended § 271.807 to eliminate the word 
“nonassociated’’ from portions of the 
section and from portions of the filing 
requirements of § 274.206. This change 
has been made because the phrase 
“nonassociated natural gas” refers to 
the kind of gas which must be produced 
during a 90-day production period. We 
do not believe it is appropriate to extend 
this phrase to apply to one of the tests 
used to establish MER. 

One comment on this section 
expressed concern that the 
Commission’s regulations exceed its 
statutory power because they dictate 
procedures under which a jurisdictional 
agency shall make determinations as to 
MER. The Commission wishes to stress 
that § 271.807(a) provides that a 
jurisdictional agency may establish its 
own procedures, in accordance with 
recognized conservation practices, for 
determining maximum efficient rate of 
flow. In a case where such procedures 
have not been established by the 
agency, § 274.807(b) sets forth what the 
Commission considers reasonable data 
upon which to determine MER. 

Section 271.807(c) provides that an 
applicant who is required by the 
jurisdictional agency to submit deferred 
12-month production data has 90 (rather 
than 30) days from the end of the 12- 
month period to submit the data to the 
agency. This change is made in response 
to a comment which pointed out that gas 
purchasers often take more than 30 days 
to supply meter statements to gas 
sellers. 
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III. Public Procedures and Effective Date 

The regulations in Subpart H were 
originally proposed for comment in 
November of 1978 and issued as interim 
regulations on December 1,1978 (43 FR 
56448. Dec. 1,1978). For 60 days 
thereafter comments were received and 
during that period public hearings were 
held on these regulations. By this 
process the Commission complied with 
the provisions of section 502(b) of the 
NGPA, which requires that, “(t)o the 
maximum extent practicable,” an 
opportunity for the oral presentation of 
data, views, and arguments be afforded 
for certain regulations under the NGPA. 

The amendments to Subpart H 
contained in this order rest upon 
consideration given to the information 
received during the above-described 
notice, comment, and hearing process, 
as well as upon comments received via 
the FERC “Hot Line.” The Commission 
finds that further notice and public 
procedure with respect to Subpart H is 
unnecessary. 

Subpart H of Part 271, as issued in 
final form, and Subpart B of Part 274, as 
amended, 3 relieve restrictions 
previously placed on applicants under 
the interim regulations, with two 
exceptions. Thus the Commission is 
dispensing with the publication 
requirements of 5 U.S.C. 553(d)(3), 
except with respect to §§ 271.804(c), and 
271.807. Accordingly, both Subpart H of 
Part 271, issued as final regulations, and 
Subpart B of Part 274, as amended, are 
effective immediately with regard to 
jurisdictional agency determinations 
which have not yet become final under 
§ 275.202 as of the day before the date of 
issuance of this order, except that 
§§ 271.804(c) and 271.807 are effective 30 
days from date of issuance with regard 
to applications for determinations filed 
on or after date of issuance. 

(Natural Gas Policy Act of 1978, Pub. L 95- 
621, 92 Stat. 3350, Department of Energy 
Organization Act, 42 U.S.C. 7107 et seg. EO 
12009. 42 FR 46267.) 

In consideration of the foregoing, 
Subpart H of Part 271, Subchapter H, 
Chapter I, Title 18, Code of Federal 
Regulations, is issued as final 
regulations effective immediately as set 
forth above, except that §§ 271.804(c) 
and 271.807 are effective 30 days from 
date of issuance. Subpart B of Part 274 is 
amended, effective immediately as set 
forth above. 


’There may be further amendments to Subpart B 
of Part 274 at the time Final Regulations for that 
Subpart are issued. 


By the Commission. Commissioner Hall 
was present and not voting. 

Kenneth F. Plumb, 

Secretary . 

PART 271 -CEILING PRICES 

1. The Table of Contents for Part 271 
is amended in Subpart H by adding at 
the end thereof ”§ 271.807 Maximum 
efficient rate flow.” 

2. Subpart H of Part 271 is amended to 
read as follows: 

Subpart H—Stripper Well Natural Gas 

§ 271.801 Applicability. 

This subpart implements section 108 
of the NGPA and applies to any first 
sale of natural gas which a jurisdictional 
agency determines is stripper well 
natural gas. 

§ 271.802 Maximum lawful price. 

The maximum lawful price, per 
MMBtu, for natural gas to which this 
subpart applies shall be the price 
specified for Subpart H of Part 271 in 
Table I of §271.101 (a). 

§ 271.803 Definitions. 

For purposes of this subpart: 

(a) Recognized enhanced recovery 
techniques. ‘‘Recognized enhanced 
recovery techniques” means processes 
or equipment, or both, which when 
performed or installed by the producer, 
increase the rate of production of gas 
from a well. Processes qualifying as 
recognized enhanced recovery 
techniques include mechanical as well 
as chemical stimulation of the reservoir 
formation. Equipment may include items 
installed in the well bore or on the 
surface. 

Normal well maintenance, repair, or 
replacement of equipment or facilities 
does not qualify as enhanced recovery 
techniques. Normal completion 
operations (as defined by the 
jurisdictional agency or. if the agency 
has not defined the term, by state 
custom or practice) which are performed 
within two years of the initial 
completion do not qualify as recognized 
enhanced recovery techniques. Any 
drilling activity which results in 
production from another reservoir does 
not qualify as a recognized enhanced 
recovery technique. 

(b) Nonassociated Natural Gas. 
“Nonassociated natural gas” means 
natural gas produced from a well which 
a jurisdictional agency determines 
produced an average number of barrels 
of crude oil per production day during 
the production period upon which the 
determination is based, which does not 
exceed the numer of barrels determined 
in accordance with the following table: 


It the average production of natu¬ 

Then average crude oil 

ral gas per production day 

production per day may 

during such production period 

not exceed 

was. 


50 Mcf or more but not more than 

1 bbl. 

60 Met. 


30 Mcf or more but less than 50 

2 bbl. 

Mcf. 


Less than 30 Mcf.— 

3 bbl. 


(c) 90-Day Production Period. (1) “90- 
day production period” means any 
period of 90 consecutive calendar day9 
excluding any day during which natural 
gas is not produced for reasons other 
than voluntary action of any person 
with the right to control production of 
natural gas from such well. 

(2) Where records for a 90- 
consecutive-calendar-day period 
indicate that the well produced 60 Mcf 
or less per production day during that • 
period, a rebuttable presumption is 
created that the well produced 60 Mcf or 
less per production day during the 90- 
day production period defined in 
subparagraph (1) of this paragraph. 

(d) Production Day. “Production day” 
means: 

(1) Any day during which natural gas 
is produced; and 

(2) Any day during which natural gas 
is not produced if production during 
such day is prohibited by a requirement 
of State law or a conservation practice 
recognized or approved by the State 
agency having regulatory jurisdiction 
over the production of natural gas. 

§ 271.804 Special rules. 

(a) Rate of production . For purposes of 
determining the rate of production from 
a well for which a stripper well 
determination is sought: 

(1) The total volume of natural gas 
produced from the well shall constitute 
its daily production regardless of 
whether the well is completed in more 
than one interval or the production is 
separately metered from separate 
intervals; 

(2) Production may be measured either 
before or after the extraction of natural 
gas liquids. 

(b) Averaging of production. If a 
determination of stripper well status is 
sought with respect to wells which are 
not individually metered, rates of 
production of natural gas and oil may, in 
the absence of other reliable evidence, 
be averaged equally among the non- 
metered wells. 

(c) Applications for determinations. 
Applications under this subpart shall be 
based on a 90-day production period 
which falls entirely within the 180 days 
prior to the date on which the 
application is filed. 

(d) Seasonally affected wells. (1) If 
together with a petition for qualification 
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as a stripper well, the applicant submits 
to the jurisdictional agency production 
reports for a period of at least 24 months 
ending concurrently with the 90-day 
production period which is the basis for 
the application under paragraph (c) of 
this section and if such reports 
demonstrate that the well is subject to 
seasonal fluctuations which temporarily 
increase average production above 60 
Mcf per production day, the 
jurisdictional agency may, upon request, 
designate the well as “seasonally 
affected,” Such designation shall be 
granted by the jurisdictional agency 
only if it finds that the seasonal 
fluctuations have not increased and 
cannot reasonably be expected to 
increase production levels above an 
average of 60 Mcf per production day for 
any 12-month period. 

(2) If at any time subsequent to a final 
determination of stripper well status, the 
operator acquires production reports for 
a period of 24 consecutive months which 
demonstrate that the well is “seasonally 
affected”, a petition may be filed with 
the jurisdictional agency for designation 
as a seasonally affected well. The 
jurisdictional agency shall make the 
designation according to the standards 
described in paragraph (d)(1) of this 
section. 

(3) If a well is designated as 
seasonally affected, the operator of such 
well and the purchaser of production 
from such well are exempt from the 
filing requirements of § 271.805 unless 
the average rate of production exceeds 
60 Mcf per production day for a 12- 
month period. 

§ 271.805 Continuing qualification. 

(a) Notice of disqualification . (1) 

Unless exempt under § 271.804(d)(3), the 
operator and any purchaser of natural 
gas shall give written notice if: 

(1) A well for which an application has 
been filed under this subpart or a 
determination has been made under this 
subpart produces natural gas at a rate 
exceeding an average of 60 Mcf per 
production day for any 90-day 
production period; or 

(ii) A well which has been designated 
a seasonally affected well produces 
natural gas at an average rate in excess 
of 60 Mcf per production day for any 12- 
month period. 

(2) Notice required under paragraph 

(a)(1) of this section shall be given 
within 90 days after the last day of the 
90-day or the 12-month production 
period in which the increased 
production of natural gas occurred. 

(3) Such notice shall be served on the 
jurisdictional agency and the 
Commission, and on the operator and 
any purchaser, as appropriate. Except as 


provided in paragraph (b) of this section, 
such notice shall terminate the right of 
any seller to continue the collection of 
the maximum lawful price set forth in 
§ 271.802 for natural gas produced from 
the well identified in the notice. 

(b) Petition under § 271.806. The 
operator may file with the jurisdictional 
agency (1) a motion contesting a notice 
filed by a purchaser under paragraph 
(a): or (2) a petition for a determination 
under § 271.806 that the increased 
production of natural gas is the result of 
the application of an enhanced recovery 
technique or, if the well has not been 
designated as seasonally affected, the 
result of seasonal fluctuations. Such 
petition or motion rtay be filed at any 
time before 30 days after notice is given 
under paragraph (a). A copy of the 
petition or motion and of the notice 
required under paragraph (a)(1) of this 
section shall be provided to the 
Commission and to the purchaser. 

(c) Effect of notice. If the notice 
served pursuant to paragraph (a) of this 
section is filed by a purchaser, the well 
to which such notice applies shall 
immediately be disqualified as a 
stripper well and the right of any seller 
to collect the maximum lawful price set 
forth in § 271.802 shall terminate as of 
the last day of the 90-day or the 12- 
month production period described in 
the notice unless, within 30 days of 
service the operator files a petition or 
motion with the jurisdictional agency as 
provided in paragraph (b) of this section. 

(d) Collection subject to refund. If an 
operator files a petition or motion with a 
jurisdictional agency pursuant to 
paragraph (b) of this section, further 
collection of the maximum lawful price 
set forth in § 271.802 may be made 
subject to refund from the last day of the 
90-day or the 12-month production 
period to which the notice served under 
paragraph (a) of this section applies. 

(e) Filing requirements for increased 
production based on enhanced recovery 
techniques. If subsequent to the filing of 
a petition it is determined that the 
increase in production of natural gas is 
the result of recognized enhanced 
recovery techniques, neither the 
operator nor the purchaser shall be 
obligated to report average production 
levels above 60 Mcf per day during any 
90-day production period unless there is 
an increase in production resulting from 
causes other than use of recognized 
enhanced recovery techniques 
determined to have been used. 

§ 271.806 Jurisdictional agency 
determinations and Commission review. 

(a) Petitions under §§ 271.804(d) and 
271.803(a). The jurisdictional agency in 
receipt of a petition to designate a well 


as a seasonally affected well pursuant 
to § 271.804(d) or a petition to determine 
that production in excess of an average 
of 60 Mcf per production day was due to 
use of recognized enhanced recovery 
techniques defined in § 271.803(a), shall 
treat the petition as if it were an 
application for an initial determination 
and shall comply with the applicable 
provisions of Subpart A of Part 274. 

(b) Review of determinations. Upon 
receipt of notice of a determination 
made under paragraph (a) of this 
section, the Commission will review 
such determination pursuant to the 
applicable provisions of Subpart B of 
Part 275. 

(c) Declaratory order or staff 
interpretation. A jurisdictional agency, 
when making a determination under 

§ 271.806(a) (relating to production in 
excess of 60 Mcf per production day 
resulting from the application of 
recognized enhanced recovery 
techniques), may seek a declaratory 
order or staff interpretation from the 
Commission that a process (or type of 
process) or the installation of equipment 
(or type of equipment) qualifies as a 
recognized enhanced recovery technique 
as defined in § 271.803(a). The petition 
for declaratory order shall be filed in 
accordance with the requirements of 
§ 1.7(c) of the Commission's Rules of 
Practice and Procedure (18 CFR 1.7(c)). 

§ 271.807 Maximum efficient rate of flow. 

(a) Determination under recognized 
conservation practice. If a maximum 
efficient rate of flow for a well, 
determined in accordance with 
recognized conservation practices 
designed to maximize the ultimate 
recovery of natural gas, has been 
established by a jurisdictional agency, 
production of natural gas at that rate 
shall be deemed to be production at the 
maximum efficient rate of flow. 

(b) Alternative methods for 
determination . If a maximum efficient 
rate of flow has not been determined in 
accordance with paragraph (a) by a 
jurisdictional agency, for a well which 
has produced nonassociated gas at an 
average rate of 60 Mcf per production 
day or less for a 90-day production 
period, the jurisdictional agency shall 
establish maximum efficient rate of flow 
in accordance with one of the following 
methods: 

(1) Prior production data available. If 
production data are available for the 12- 
month period ending concurrently with 
such 90-day production period, the 
applicant shall submit such data. 

(i) If such 12-months’ production data 
established that the well produced 
natural gas at a rate which did not 
exceed an average of 60 Mcf per 
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production day for such 12-month 
period, there is a rebuttable presumption 
that the well produced at its maximum 
efficient rate of flow. 

(ii) If such 12-months’ production data 
established that the well produced 
natural gas at a rate which did not 
exceed an average of 70 Mcf per 
production day for such 12-month 
period, the jurisdictional agency shall 
make a deferred determination in 
accordance with paragraph (c). 

(2) Prior production data not 
available. If production data are not 
available for the 12-month period ending 
concurrently with such 90-day 
production period, the jurisdictional 
agency shall make a deferred 
determination in accordance with 
paragraph (c). 

(3) Other evidence. The jurisdictional 
agency may base the determination 
upon other substantial evidence, such as 
flow tests, which measure the capability 
of the well to produce natural gas under 
normal operating conditions. 

(c) Deferred determination procedure . 
If a determination is deferred under 
paragraph (b)(l)(ii) or (b)(2), the 
jurisdictional agency shall designate a 
12-month period during which the 
applicant may secure the data 
establishing that the well produced 
natural gas at an average rate not in 
excess of 60 Mcf per production day. 

The applicant may submit such data not 
later than 90 days after the close of such 
12-month period, and if such data show 
that the well’s production did not 
exceed 60 Mcf per production day, the 
jurisdictional agency shall make an 
affirmative determination. 

(d) Negative determinations. The 
jurisdictional agency shall make a 
negative determination as to eligibility 
if: 

(1) The production data submitted by 
the applicant indicate that for the 12 
months ending concurrently with the 90- 
day production period the well produced 
natural gas at a rate which exceeded an 
average of 70 Mcf per production day, 
unless the jurisdictional agency 
determines that the well produced at its 
maximum efficient rate of flow pursuant 
to paragraph (a)(1) or paragraph (b)(3), 

(2) The production data submitted by 
the applicant indicate that for the 
deferred 12-month period established by 
the jurisdictional agency, the well 
produced natural gas at a rate which 
exceeded an average of 60 Mcf per 
production day, or 

(3) The applicant fails to submit 
available production data pursuant to 
paragraph (b)(1) or fails to submit 
production data pursuant to paragraph 
(c). 


(e) Interim collection. When the 
jurisdictional agency defers making a 
determination on an application 
pursuant to paragraph (b)(1)(H) or (b)(2), 
the applicant shall be permitted to make 
interim collections of the maximum 
lawful price provided in § 271.002 
pursuant to the requirements of 
§ 273.202. If the filing requirements of 
§ 273.202(d) have previously been 
complied with, the applicant shall not be 
required to make such filings again. 

PART 274—DETERMINATIONS BY 
JURISDICTIONAL AGENCIES 

2. Part 274 is amended in § 274.206(a) 
(3), (4), (5) and (6) to read as follows: 

§ 274.206 Stripper well natural gas. 

A person seeking a determination for 
purposes of Subpart H of Part 271 that a 
well either qualifies or continues to 
qualify as a stripper well shall file an 
application with the jurisdictional 
agency which contains the following 
items: 

***** 

(3) Where the maximum efficient rale 
of flow for the well has not been 
previously established; 

(i) Production records, if available, 
and if not tax records, if available, or 
verified copies of billing statements for 
the 12 months ending on the last day of 
the 90-day production period upon 
which the application is based; or 

(ii) A copy of the results of any tests 
which measure the production 
capability of the well, or any other 
evidence as the applicant may submit 
upon which the jurisdictional agency 
could establish maximum efficient rate 
of flow. 

(4) Where the determination is 
deferred pursuant to § 271.807 (b)(1)(H) 
or (b)(2), within 90 days after the last 
day of the deferred period, production 
data for the deferred period, including 
the 90-day production period upon 
which the application is based. 

(5) The number of days natural gas 
was produced during the 90-day 
production period described in 

§ 271.803(c)(2). 

(6) The number of days natural gas 
was not produced during the 90-day 
production period described in 

§ 271.803(c)(2), and 

(i) A description of the state law or 
conservation practice, as set forth in 
§ 271.803(d)(2), pursuant to which the 
well did not produce on any such day or 
days, or 

(ii) An explanation of any other 
reason the well did not produce on any 
such day or days. 

3. Section 274.206(a) is amended by 
redesignating subparagraph (6) as 


subparagraph (7), subparagraph (7) as 
subparagraph (8), subparagraph (8) as 
subparagraph (9), and subparagraph (9) 
as subparagraph (10). 

4. Section 274.206(a) is amended in 
redesignated subparagraph (9) by 
deleting the phrase “person signing the 
application/* and inserting in lieu 
thereof the word “applicant/*. 

5. Section 274.206(b) is amended in 
subparagraph (5) by deleting “§ 271.805” 
and inserting in lieu thereof 

“§ 271.805(a)(3)**. 

6. Sections 274.206(c) and 274.206(d) 
are amended in subparagraphs (4) and 
(5) respectively by deleting the phrase 
“the appropriate entities specified in 

§ 271.805’’ and inserting in lieu thereof 
the phrase “the jurisdictional agency, 
the Commission, and any purchaser”. 

[FR Doc. 79-26400 Filed 8-23-79; 8:45 am] 

BILLING CODE 6450-01-M 


DEPARTMENT OF LABOR 

Employment and Training 
Administration 

20 CFR Part 655 

Adverse Effect Wage Rate for 
Agricultural Employment in the State 
of Colorado; Correction 

agency: Employment and Training 
Administration, Labor. 

action: Final rule; correction. 


summary: On August 10,1979, a final 
rule was published in the Federal 
Register, at 44 FR 47040, amending 20 
CFR § 655.207(b)(2), by adding the State 
of Colorado to the list of States for 
which adverse effect wage rates are 
computed and published annually. The 
State of Vermont was inadvertently left 
off the list. As corrected, 20 CFR 
§ 655.207(b)(2) reads as follows: 

§ 655.207 Adverse effect rates. 
***** 

(b) * “ 

(2) List of States. Colorado, 
Connecticut, Maine. Maryland. 
Massachusetts, New Hampshire. New 
York, Rhode Island, Texas, Vermont, 
Virginia, and West Virginia. Other 
States may be added as appropriate. 
***** 

FOR FURTHER INFORMATION CONTACT: 

Aaron Bodin, Chief, Division of Labor 
Certification, Office of Technical 
Services, ETA, Department of Labor, 
Telephone: 202-376-6295. 

(Secretary of Labor’s Order No. 4-75. 40 FR 
18515) 
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Signed at Washington, D C. this 16th day of 
August, 1979. 

Ernest G. Green, 

Assistant Secretary for Employment and 
Training. 

|FR Doc 79-26*84 Filed 8-2.V79; 8:45 4m] 

BILLING CODE 4510-30-M 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Food and Drug Administration 

21 CFR Part 105 

(Docket No. 75N-0107] 

Foods for Special Dietary Use; Vitamin 
and Mineral Products; Revocation of 
Regulations 

agency: Food and Drug Administration. 
action: Final rule. 

summary: The Food and Drug 
Administration amends the food 
regulations by deleting a certain 
provision concerning the use and 
labeling of saccharin. The agency is 
taking this action to correct a previously 
published order reinstating regulations 
that were no longer superseded because 
the U.S. Court of Appeals for the Second 
Circuit ruled the superseding regulations 
invalid. The reinstated regulations 
include a provision that conflicts with 
another regulation promulgated in the 
interim. 

EFFECTIVE DATE: August 24,1979. 

FOR FURTHER INFORMATION CONTACT: L. 

Robert Lake, Bureau of Foods (HFF- 
302), Food and Drug Administration, 
Department of Health, Education, and 
Welfare, 200 C St. SW., Washington, DC 
20204, 202-245-1254. 

SUPPLEMENTARY INFORMATION: In the 
Federal Register of March 16,1979 (44 
FR 16005), FDA revoked certain 
definitions, standards, and labeling 
regulations relating to dietary 
supplements of vitamins and minerals 
because of a court ruling pointing out 
procedural deficiencies in their 
issuance. Although FDA intends to 
repropose those regulations, there was a 
need to fill (on an interim basis) some of 
the gaps created by the court mandated 
revocation. Therefore, the March 16 
document reinstated certain provisions 
that were to have been superseded by 
the regulations being revoked. 

The March 16 document inadvertently 
reinstated one paragraph. § 105.3(d) (21 
CFR 105.3(d)), that contains saccharin 
labeling provisions inconsistent with 
another regulation. Paragraph (b) of 
§ 105.66 Label statements relating to 
usefulness in reducing or maintaining 
caloric intake or body weight (21 CFR 


105.66), published in the Federal Register 
of September 22,1978 (43 FR 43248), now 
addresses the labeling of such 
nonnutritive ingredients. 

§ 105.3 [Amended] 

Therefore, under the decision by the 
court, the Commissioner of Food and 
Drugs hereby orders that § 105.3 
Definitions and interpretations be 
amended by deleting and reserving 
paragraph (d). 

Because the order corrected by this 
final rule is a ministerial act revoking 
regulations already ruled invalid by a 
court and because it relieves a 
restriction and there is no useful 
purpose in postponing the effective date, 
the Commissioner concludes, under the 
Administrative Procedure Act (5 U.S.C. 
553(b)(B) and (d) (1) and (3)), that notice 
and public procedure and delayed 
effective date are unnecessary. 

Executive Order 12044 on improving 
government regulations requires the 
agency to consider economic impacts in 
the development of regulations. Because 
this action is being taken to revoke 
regulations that a court has already 
invalidated, no assessment of its 
economic impact has been made. No 
economic impacts are expected to occur 
from the revocation because no new 
requirements are imposed at this time. 
The economic impact of vitamin and 
mineral supplement standards and 
labeling regulations will be evaluated in 
the course of reissuing these regulations 
through the normal rulemaking 
procedure. 

EFFECTIVE date. This regulation is 
effective August 24,1979. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

[FR Doc 79-26353 Filed 8-23-79; 6 45 an] 

BILLING CODE 4110-03-M 


21 CFR Parts 520 and 522 

(Docket No. 79N-0271) 

Chlorpromazlne Hydrochloride, 
Chlorpromazine Hydrochloride 
Injection 

agency: Food and Drug Administration. 
action: Final rule. 

summary: This document amends the 
regulations for chlorpromazine 
hydrochloride and chlorpromazine 
hydrochloride injection to indicate those 
conditions of use for which approvals 
for identical products need not include 
certain types of efficacy data. These 
conditions of use were classified as 


probably effective as a result of a 
National Academy of Sciences/National 
Research Council (NAS/NRC), Drug 
Efficacy Study Group evaluation of the 
products. In lieu of certain efficacy data, 
approval may require submission of 
bioequivalence or similar data. An 
earlier Federal Register publication has 
reflected that these products are in 
compliance with the conclusions of the 
review. 

effective date: August 24,1979. 

FOR FURTHER INFORMATION CONTACT: 

Donald A. Gable, Bureau of Veterinary 
Medicine (HFV-100), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 5600 Fishers 
Lane, Rockville, MD 20857, 301-443- 
4313. 

SUPPLEMENTARY INFORMATION: The 

NAS/NRC review of these products was 
published in the Federal Register of 
November 18,1969 (34 FR 18394). In that 
document, the Academy concluded, and 
the Food and Drug Administration 
agreed, that the products were probably 
effective as tranquilizers for veterinary 
use. 

That announcement was issued to 
inform holders of new animal drug 
applications (NADA’s) of the findings of 
the Academy and the agency, and to 
inform all interested persons that such 
articles could be marketed if they were 
the subject of approved NADA's and 
otherwise complied with the 
requirements of the Federal Food. Drug, 
and Cosmetic Act. 

Pitman-Moore, Inc„ Washington 
Crossing, NJ 08560, responded to the 
notice by submitting a supplemental 
NADA (10-905V) providing current 
information covering manufacturing and 
controls and revising the labeling for the 
safe and effective use of the products as 
tranquilizers for animals. The 
supplemental application was approved 
by a regulation published in the Federal 
Register of March 5.1973 (38 FR 5841). 
The regulation reflecting this approval 
established a new section for the drug in 
tablet form (21 CFR 135c.l05. recodified 
at 21 CFR 520.443) and a new section for 
the drug in the injectable form (21 CFR 
135b.80, recodified at 21 CFR 522.443. 

The new sections did not specify those 
conditions of use that were NAS/NRC 
approved. 

This document amends the regulations 
to indicate those conditions of use for 
which approval for identical products 
need not include certain types of 
efficacy data required for approval by 
§ 514.111(a)(5)(vi) of the new animal 
drug regulations. In lieu of those data, 
approval of such products may be 
obtained if bioequivalency or similar 
data are submitted as suggested in the 
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guideline for submitting NADA’s for 
generic drugs reviewed by the NAS/ 
NRC. The guideline is available from the 
office of the Hearing Clerk (HFA-305), 
Rm. 4-65, Food and Drug 
Administration, 5600 Fishers Lane. 
Rockville, MD 20857. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))), and under 
authority delegated to the Commissioner 
of Food and Drugs (21 CFR 5.1) and 
redelegated to the Director of the Bureau 
of Veterinary Medicine (21 CFR 5.83), 
Parts 520 and 522 are amended as 
follows: 

1. In Part 520, § 520.443 is amended by 
adding after paragraph (c) (1), (2). (3), 
and (4) the footnote reference " l ” and by 
adding at the end of the section the 
footnote to read as follows: 

§ 520.443 Chloropromazine hydrochloride. 
***** 

(c) Conditions of use. (1) * * * 1 

( 2 ) * # * 1 

(3) * # # 1 

(4) * • * 1 

‘These conditions are NAS/NRC reviewed 
and deemed effective. Applications for these 
uses need not include effectiveness data as 
specified by § 514.111 of this chapter, but 
may require bioequivalency and safety 
information. 

2. In Part 522, § 522.443 is amended by 
adding after paragraph (c) (1), (2), (3). 
and (4) the footnote reference " l ” and by 
adding at the end of the section the 
footnote to read as follows: 

§ 522.443 Chloropromazine hydrochloride 
injection. 

***** 

(c) Conditions of use. (1) * * * 1 

( 2 ) * * * 1 

(3) * * * 1 

(4) 

‘These conditions are NAS/NRC reviewed 
and deemed effective. Applications for these 
uses need not include effectiveness data as 
specified by § 514.111 of this chapter but may 
require bioequivalency and safety 
information. 

Effective dote. This regulation is 
effective August 24,1979. 

(Sec. 512(i). 82 Stat. 347 (21 U.S.C. 360b(l)).) 

Dated: August 16.1979. 

Lester M. Crawford. 

Director. Bureau of Veterinary Medicine. 

|FR Doc. 79-28029 Piled 8-23-79; 8 45 am] 

BILLING COOE 4H0-03-M 


21 CFR Part 524 

[Docket No. 79N-0300] 

Ophthalmic and Topical Dosage Form 
New Animal Drugs Not Subject to 
Certification; Neomycin Sulfate 
Ophthalmic Ointment 

agency: Food and Drug Administration. 
action: Final rule. 


summary: The regulations are amended 
to reflect approval of a supplemental 
new animal drug application (NADA) 
providing that safe and effective use of 
neomycin sulfate ophthalmic ointment 
in dogs and cats be restricted to use by 
or on the order of a veterinarian. The 
application was Filed by Evsco 
Pharmaceutical Corp. 

EFFECTIVE DATE: August 24, 1979. 

FOR FURTHER INFORMATION CONTACT: 

Bob G. Griffith, Bureau of Veterinary 
Medicine (HFV-112), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 5600 Fishers 
Lane. Rockville. MD 20857, 301-443- 
3430. 

SUPPLEMENTARY INFORMATION: EVSCO 
Pharmaceutical Corp., P.O. Box 209, 
Buena, NJ 08310, filed a supplemental 
NADA (44-655) providing for a change 
from over-the-counter (OTC) to 
prescription drug status for its 
Neomycane product (neomycin-sulfate 
ophthalmic ointment). Proper treatment 
of eye infections involve clinical 
diagnosis and laboratory tests before 
treatment. The ability of a lay person to 
recognize infections of the conjunctiva 
and eliminate ocular syndromes and 
infections which would be unresponsive 
to neomycin therapy is questionable. 
Therefore, the conditions of use of this 
drug are restricted to use by or on the 
order of a licensed veterinarian. The 
approval of this supplement improves 
the animal safety and effectiveness of 
the product by moving the drug from 
OTC to prescription status. Accordingly, 
under the Bureau of Veterinary 
Medicine’s supplemental approval 
policy, the approval did not require a 
reevaluation of the underlying safety 
and effectiveness data in the parent 
application. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))) under 
authority delegated to the Commissioner 
of Food and Drugs (21 CFR 5.1) and 
redelegated to the Director of the Bureau 
of Veterinary Medicine (21 CFR 5.83), 

§ 524.1484a is amended by adding new 
paragraph (c)(6) to read as follows: 


§ 524.1484a Neomycin sulfate ophthalmic 
ointment. 

***** 


(c) • * # 

(6) Federal law restricts this drug to 
use by or on the order of a licensed 
veterinarian. 

effective date: This amendment is 
effective August 24,1979. 


(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 3G0b(i)).) 
Dated: August 16.1979. 


Lester M. Crawford, 

Director, Bureau of Veterinary Medicine. 


(FR Doc. 79-28355 Filed 8-23-79. 8:45 ami 

BILLING CODE 4110-03-N 


21 CFR Part 540 

Penicillin Antibiotic Drugs for Animal 
Use; Procaine Penicillin G Aqueous 
Suspension (Injectable) 

AGENCY: Food and Drug Administration. 
action: Final rule. 

summary: The agency is amending the 
animal drug regulations to reflect 
approval of a supplemental new animal 
drug application (NADA) providing for 
safe and effective use of injectable 
procaine penicillin G aqueous 
suspension for treating cattle, sheep, 
swine, and horses. The application, filed 
by Maurry Biological Co., is in 
compliance with the conclusions of the 
National Academy of Sciences— 
National Research Council (NAS/NRC) 
evaluation of the product. 

EFFECTIVE DATE: August 24, 1979. 

FOR FURTHER INFORMATION CONTACT: 
John R. Quast, Bureau of Veterinary 
Medicine (HFV-123), Food and Drug 
Administration. Department of Health, 
Education, and Welfare, 5600 Fishers 
Lane. Rockville, MD 20857, 301-443- 
3442. 

SUPPLEMENTARY INFORMATION: Maurry 
Biological Co., Inc., 6109 South Western 
Ave.. Los Angeles, CA 90047, is the 
holder of NADA 65-010 for an injectable 
procaine penicillin G aqueous 
suspension used for treating infections 
in cattle, sheep, swine, and horses. This 
application was originally approved 
November 27,1956. It was one of several 
that were the subject of a NAS/NRC 
evaluation published in the Federal 
Register of August 25,1970 (35 FR 
13544). In that document NAS/NRC 
concluded, and the agency concurred, 
that the injectable procaine penicillin G 
aqueous suspension products are 
probably effective in animals for 
intramuscular use in treating infections 
caused by pathogens sensitive to 
procaine penicillin G. The document, 
however, identified certain deficiencies 
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in the labeling for the products then 
approved. 

In response to the NAS/NRC 
evaluation, Pfizer, Inc., submitted a 
supplement to its NADA 65-110 to 
upgrade the classification of Pfizer’s 
product from probably effective to 
effective. Approval of the supplement 
was published in the Federal Register of 
July 20,1978 (43 FR 32748). In that 
publication, § 540.274b Procaine 
penicillin G aqueous suspension (21 
CFR 540.274b) was amended by adding 
new paragraph (c)(3) to reflect the 
approval of Pfizer’s supplement. The 
regulation reflecting the approval 
complies with the conclusion of the 
NAS/NRC evaluation. The published 
regulation provides that NADA’s for 
identical products for the same 
conditions of use do not require efficacy 
data as specified by § 514.1(b)(8)(ii) (21 
CFR 514.1(b)(8)(h)) or § 514.111(a)(5)(vi) 
(21 CFR 514.111), but may require 
bioequivalency or similar data as 
suggested in the guideline for submitting 
NADA’s for NAS/NRC reviewed generic 
drugs. 

Maurry Biological Co. manufactures 
an injectable procaine penicillin G 
aqueous suspension (NADA 65-010) 
identical to Pfizer’s product (NADA 65- 
110). Maurry has an authorization from 
Pfizer to use the data and information 
contained in NADA 65-110 to support 
approval of Maurry’s supplement to 65- 
MO. 

The Director of the Bureau of 
Veterinary Medicine concludes that 
approval of Maurry’s supplemental 
application poses no increased human 
risk from exposure to residues of the 
new animal drug, procaine penicillin G, 
because the number of food-producing 
animals treated will not increase, as the 
drug is already approved for the 
requested uses. Accordingly, under the 
Bureau’s supplemental approval policy 
(see the Federal Register of December 
23,1977 (42 FR 64367)), this approval did 
not require reevaluation of the safety 
data in the parent application. 

In accordance with the provisions of 
Part 20 (21 CFR Part 20) promulgated 
under the Freedom of Information Act (5 
U.S.C. 552) and the freedom of 
information regulations in 
§ 514.11(e)(2)(h) (21 CFR 514.11(e)(2)(h)), 
a summary of the safety and 
effectiveness data and information 
submitted to support approval of this 
application is available for public 
examination at the office of the Hearing 
Clerk (HFA-305). Rm. 4-65, Food and 
Drug Administration, 5600 Fishers Lane, 
Rockville, MD 20857, from 9 a.m. to 4 
p.m., Monday through Friday. 


§ 540.274b [Amended] 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512 (i) and 
(n). 82 Stat. 347, 350-351 (21 U.S.C. 360b 
(i) and (n))), under authority delegated 
to the Commissioner of Food and Drugs 
(21 CFR 5.1) and redelegated to the 
Director of the Bureau of Veterinary 
Medicine (21 CFR 5.83). § 540.274b 
Procaine penicillin G aqueous 
suspension is amended in paragraph 
(c)(3)(h) by adding after the sponsor 
000069 the phrase “and 010719’’. 
EFFECTIVE date: This regulation is 
effective August 24,1979. 

(Sec. 512 (i) and (n). 82 Stat. 347, 350-351 (21 
U.S.C. 360b (i) and (n)).) 

Dated: August 18,1979. 

Lester M. Crawford, 

Director. Bureau of Veterinary Medicine. 

[FR Doc. 79-20354 Filed 8-23-79:8:45 am) 
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21 CFR Parts 1000,1020 

[Docket No. 76N-0055] 

Diagnostic X-Ray Systems 
Amendment of Assembly and 
Reassembly Provision and 
Performance Standard 

agency: Food and Drug Administration. 
action: Final rule. 

summary: The Food and Drug 
Administration (FDA) is amending the 
regulations on assembly and reassembly 
of diagnostic x-ray systems by revoking 
the provision prohibiting the assembly 
of uncertified components into any 
diagnostic x-ray system or the 
reassembly of uncertified components 
associated with a change of ownership 
and location that was to have become 
effective on August 1.1979. The agency 
is extending indefinitely the provisions 
permitting installation of uncertified 
components into existing systems whose 
components are all uncertified and the 
provisions permitting continued 
reassembly of uncertified equipment. 
Furthermore, the revised policy is 
recodified as an integral part of the 
performance standard for diagnostic 
x-ray systems. The agency is also 
incorporating into the performance 
standard for diagnostic x-ray systems 
clarifying interpretations concerning (1) 
the reporting of assembly of accessory 
components, (2) the reloading of x-ray 
tube-housing assemblies, and (3) the 
modification of certified diagnostic 
x-ray components and systems that 
have been made by the agency since 
promulgation of the standard. 

EFFECTIVE DATE: September 24,1979. 


FOR FURTHER INFORMATION CONTACT: 

Robert Phillips. Bureau of Radiological 
Health (HFX-460), Food and Drug 
Administration. Department of Health, 
Education, and Welfare. 5600 Fishers 
Lane. Rockville, MD 20857. 301-443- 
3426. 

SUPPLEMENTARY INFORMATION: This 
amendment combines two proposals 
that were published in the Federal 
Registers of February 24,1978 (43 FR 
7654) and April 17,1979 (44 FR 22755). 

Amendment of Policy on Assembly and 
Reassembly 

In the Federal Register of April 17, 

1979 (44 FR 22755) FDA proposed to 
amend 21 CFR 1000.16, which identifies 
the agency’s policy on assembly and 
reassembly of diagnostic x-ray systems. 
This document proposed to: (1) revoke 
the regulation prohibiting the assembly 
of uncertified components into any 
diagnostic x-ray system (21 CFR 
1000.16(c)) and the reassembly of 
uncertified components associated with 
a change in ownership and location (21 
CFR 1000.16(d)), both of which would 
otherwise have become effective on 
August 1,1979; and (2) to extend 
indefinitely the provisions of 21 CFR 
1000.16(a). which identify the conditions 
under which certified and uncertified 
components may be assembled and 
reassembled together. The agency at the 
same time proposed to revoke 21 CFR 
1000.16(b), originally designed to aid the 
transition from the sale of uncertified to 
certified equipment when the diagnostic 
x-ray standard became effective on 
August 1,1974, because the section 
would no longer have been necessary. 

Twenty-two comments were received 
on the proposal within the 30-day 
comment period. Of these, seven were 
submitted by dealers or assemblers of x- 
ray equipment, one by a manufacturer, 
one by a national dealer’s organization, 
five by physicians, two by national 
medical organizations, four by hospitals 
and two by private individuals. The 
agency was unable to complete its 
review of the comments in time to 
publish this final rule before August 1, 
1979. Thus, in the Federal Register of 
July 31,1979 (44 FR 44843), FDA 
continued until further notice 
§ 1000.16(a) and (b), and suspended until 
further notice § 1000.16(c) and (d). This 
final rule constitutes the further notice 
anticipated by the July 31 document. 

1. Many comments expressed 
opinions or concerns that were 
apparently based on a misunderstanding 
of the existing regulation or the April 17 
proposal. For example, several 
comments expressed concern that the 
proposed change would allow 
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uncertified components to be installed 
with certified components, resulting in 
poorer radiation protection for patients 
and users. 

The agency advises that under 
§ 1000.16(a), uncertified components can 
only be installed into a system if the 
system is composed entirely of 
uncertified components. Once a system 
contains one or more certified 
components, then every component 
added to that system must also be 
certified. A reassembled system can 
contain both certified and uncertified 
components if they were all part of the 
previously existing system. However, if 
this reassembled system contains one or 
more certified components, then any 
component added to the system that 
was not part of the original system prior 
to reassembly must also be certified. 

The integrity of certified equipment is, 
therefore, protected. 

2. Three comments expressed the 
concern that poorly manufactured 
equipment, substandard design, or 
substandard performance of older 
equipment contributed to unnecessary 
radiation exposure of the public and 
that the object of the policy on assembly 
and reassembly was to reduce this 
unnecessary radiation exposure by 
eliminating substandard systems. 

The agency agrees that the purpose of 
the performance standard and the policy 
on assembly and reassembly is to 
reduce unnecessary radiation exposure 
to the public. A study performed by the 
agency and discussed at length in the 
April proposal, however, has shown that 
the policy as it would have applied after 
August 1,1979, is not an effective means 
of removing substandard equipment 
from use. This is because § 1000.16(c) 
and (d) will impact within a reasonable 
time on only a small portion of the 
systems that provide substandard 
performance while preventing the sale 
and continued use of adequate systems 
because they lack certification. 

The agency believes that a 
substandard radiograph is not 
necessarily the result of using an older 
machine. Tht?re are older machines that 
have been maintained so that they 
perform reliably and possess acceptable 
radiation protection. Other older 
machines and some newer ones which 
have not been well maintained do not 
perform reliably. Yet some older 
machines, owing to their design, cannot 
be brought to acceptable levels of 
performance. FDA agrees that these 
substandard machines should be 
removed from service. This goal, 
however, is not achieved by § 1000.16(d) 
because the system must both change 
ownership and location for the 
prohibition to take effect. Under current 


§ 1000.16, substandard machines can 
remain in use and continue to produce 
unacceptable films. The agency is 
convinced that substandard systems are 
more effectively removed from sendee 
or improved by the States under existing 
inspection programs and radiation 
safety regulations. However, to further 
this process.the agency is instituting 
action programs that assess the 
performance of various types of x-ray 
systems. These programs, as described 
in the proposal, are better suited to 
improving the performance of x-ray 
equipment than is § 1000.16(d). Thus, the 
agency concludes that the comments do 
not warrant withdrawal of the proposal. 

3. Two comments interpreted FDA to 
have stated that 95 percent of all x-ray 
equipment is less than 15 years old. This 
was a misunderstanding of the agency’s 
description of the used equipment 
market. The agency actually stated that 
95 percent of equipment reaching the 
used market is less than 15 years old. 

4. Another comment indicated that 
there are substantial numbers of 
outdated portable and mobil systems in 
use and objected to withdrawal of * 

§ 1000.16(d) arguing that the regulation, 
if continued in effect, would force the 
retirement of these systems. 

This is not a correct interpretation of 
the regulation. For § 1000.16(d) to apply 
to the reassembly of a systefri, the 
system must both change ownership and 
be reassembled as part of a change in 
location. Both the act of manufacture 
and the introduction into commerce 
must occur for this restrictive provision 
to apply. Because a mobile or portable 
machine does not usually undergo 
reassembly as part of a change in 
location, § 1000.16(d) would not apply. 
The comment is rejected. 

5. A comment similar to that in 
paragraph 4 was based on the 
assumption that systems containing 
uncertified components could not be 
used after August 1,1979. 

This, too, is an incorrect interpretation 
of § 1000.16. Section 1000.16(d) prevents 
the reassembly of uncertified 
components when associated with a 
change in ownership and location after 
August 1,1979. It does not prohibit the 
continued use of uncertified components 
or systems containing them after that 
date. 

6. One comment agreed with the 
agency’s proposal but added that it is 
unfortunate that the regulation does not 
allow the upgrading of a system when it 
is resold and reassembled. 

The agency advises that the intent of 
the regulation is to permit the 
improvement and upgrading of x-ray 
equipment. The policy on assembly and 
reassembly as represented by 


§ 1000.16(a) (redesignated in this final 
rule as 1020.30(p)) is intended to prevent 
the downgrading of systems composed 
of or confining certified components. It 
does not prevent the upgrading of 
uncertified x-ray systems with certified 
components but, in fact, encourages 
such procedures. 

7. Two comments expressed concern 
that inadequate uncertified beam- 
limiting devices could not be replaced 
by more adequate beam-limiting devices 
as part of the reassembly of a system 
containing certified components without 
a positive beam limitation (PBL) type of 
beam limiting device being installed. In 
certain cases, PBL is incompatible with 
the existing system or represents an 
excessive cost, thereby inhibiting the 
assembler from improving the beam- 
limiting device in the system. 

The FDA addressed this issue in a 
final rule published in the Federal 
Register of November 8,1977 (42 FR 
58167), in which the agency concluded 
that, for stationary, general-purpose x- 
ray systems, the additional cost of a 
beam-limiting device providing PBL is 
not always justified for older systems 
when the PBL device is added to the x- 
ray system as a replacement for the 
original beam-limiting device. Therefore. 
21 CFR 1020.31(e)(2) was revised to 
require that stationary, general-purpose 
x-ray systems be equipped with beam- 
limiting devices providing PBL only if 
the system also contains a tube-housing 
assembly, x-ray control, and. for those 
systems so equipped, an x-ray table all 
of which have been certified under 
§ 1020.30 (21 CFR 1020.30). Thus, final 
rule amending § 1000.16 does not affect 
the provisions of § 1020.31(e)(2). 
Therefore, the comments are rejected. 

8. One comment supported the 
proposal because § 1000.16(d) prevents 
a person from moving satisfactorily 
functioning x-ray equipment within an 
institution (e.g., moving old equipment 
from heavy use areas to areas of limited 
use). 

This again is a misunderstanding of 
the applicability of § 1000.16(d). As 
indicated in response to comment 4. the 
condition for the application of 
§ 1000.16(d) is reassembly associated 
with both a change in ownership and 
location. Moving a piece of equipment 
within an institution would only meet 
one of these tests—relocation. Because 
the ownership of the equipment would 
not change, the prohibitions of 
§ 1000.16(d) would not apply. 
Independent of § 1000.16(d), however, 
such a relocation will have to conform 
to the provisions of § 1000.16(a) 
concerning mixing certified and 
uncertified components. 
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9. One comment objected to the 
proposal, arguing that there are many 
manufacturers of good quality and 
reasonably priced x-ray parts that meet 
FDA performance standards. Therefore, 
these facts should mean that limiting the 
reassembly of uncertified x-ray 
components would have a small impact 
on x-ray efficacy and user safety. 

FDA in its proposal attributed the 
adverse impact of § 1000.16 (c) and (d) 
to two factors: the loss of resale value to 
a user and the difference between the 
cost of purchasing a new system and 
that of purchasing an equivalent used 
system. The agency is aware of 
instances where a new low-priced x-ray 
system might not be as suitable to a user 
as a more complex used system 
purchased for the same amount of 
money. A used system may have been 
built to withstand heavier use and 
would undoubtedly contain features not 
found in new low-cost systems that are 
similar in price to the used system. 
Although the equipment may, for many 
reasons, no longer meet the needs of the 
original purchaser, a second owner (e.g., 
a small hospital) might like some of its 
features and heavy duty construction. 
Therefore, the comment is rejected. 

10. Six comments expressed the 
opinion that the proposed revocation of 
§ 1000.16 (c) and (d) would assist 
hospitals and medical facilities in their 
efforts to contain increasing costs. 

FDA recognizes this likelihood and 
used this argument in the proposal. 

11. One comment argued that it will 
be difficult to ensure that some 
assemblers do not collect and mix used, 
certified, and uncertified components to 
reassemble and sell them as previously 
existing systems. 

The agency is aware of this possibility 
of abuse but believes it does not justify 
any change in the proposal. If the 
question arises as to the origin of a 
component in a reassembled system 
containing any certified components, the 
assembler must be able to document the 
fact that the components were part of 
the original system before reassembly. 

12. Three comments indicated that the 
April 17 proposal was inconsistent with 
previous FDA policy. 

The agency agrees that the April 17 
proposal represents a policy that differs 
from the conclusions it came to in 1974 
that led to publishing § 1000.16 (see 
Federal Register of July 29,1974 (39 FR 
27432)). Indeed, the preamble to the 
April 17 proposal clearly stated that, on 
reevaluation, the policy concerning used 
x-ray equipment "is not appropriate." 
FDA often reevaluates the costs and 
benefits of its regulations. The 
reevaluation of § 1000.16 was made to 
consider experience gained through the 
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administration of the regulations and to 
consider data not available when the 
regulations were originially 
promulgated. The reanalysis led the 
agency to conclude that only a small 
fraction of the uncertified x-ray systems 
now in use would be affected by the 
regulation. Further, in terms of increased 
cost of x-ray equipment or interruption 
of health care delivery, the impact of 
subsections (c) and (d) may have been 
significant. Finally, for uncertified 
systems that would be affected, by 
virtue of their sale and relocation. 

8 1000.16 as scheduled to take effect 
would not likely have been a cost- 
effective approach to improving the 
radiation safety performance of x-ray 
systems. 

The agency believes that it is FDA's 
responsibilty to change regulations that 
are shown to be ineffective or that do 
not perform the function for which they 
were designed and, therefore, proposed 
revoking § 1000.16(c) and (d). The 
comment presented no data to dispute 
the conclusions leading to the proposal 
and is rejected. 

13. Three comments stated that 
dealers had invested significant 
amounts of time, manpower, and money 
training personnel and purchasing test 
equipment in contemplation of 

§ 1000.16(c) and (d) becoming effective. 
Changing the regulation would waste 
this investment. 

FDA disagrees with this argument and 
rejects the comments. The upgrading of 
technical expertise, purchasing of test 
equipment, and training of personnel to 
ensure that new equipment is assembled 
and performs properly are benefits to 
the public. The fact that a system is used 
and is being reassembled and, therefore, 
might not be covered by the standard 
does not mean that it too should not be 
reassembled to operate at the highest 
level of performance. The improvement 
of a dealer’s expertise and capability is, 
therefore, no more than what a 
conscientious dealer should do to 
provide a high level of service to 
customers. 

14. One comment indicated that 
manufacturers and dealers have made 
production decisions and formulated 
marketing strategies based on the 
situation that would exist after August 1, 
1979. A change now would cause 
economic loss. 

FDA is aware that the change in 
§ 1000.16(c) and (d) will necessitate 
changes in production plans and 
marketing strategies. The agency 
believes, however, that the possible 
adverse economic consequences to the 
public and the health care system from 
allowing § 1000.16(c) and (d) to become 
effective as scheduled would be far 
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greater than those that would result 
from its elimination. Therefore, it rejects 
the comment. 

15. One comment indicated that the 
decision to propose the amendment was 
hasty and is being initiated at the last 
minute. 

FDA notes that, beginning in 1977, the 
agency, as a result of data then 
available from experience in 
enforcement of the standard, became 
aware of possible adverse consequences 
resulting from the policy on assembly 
and reassembly that were unforeseen 
when § 1000.16 was originally 
promulgated in 1974. As a result, the 
Bureau of Radiological Health, on 
September 1,1978, unofficially proposed 
and solicited comments on possible 
changes in FDA policy. The proposal, 
along with the comments received, was 
then presented to the Bureau’s advisory 
committee, TEPRSSC, at its 17th meeting 
on November 9,1978. At the meeting, the 
Committee was not convinced of the 
correctness of the Bureau's proposed 
actions and recommended a 1-year 
delay in the effective date of § 1000.16(c) 
and (d), during which the problem would 
be further evaluated. In a response to a 
letter in December 1978, which clarified 
the Bureau’s reasons for the proposal, a 
majority of the Committee concurred 
that action be initiated without the 1- 
year delay previously recommended. 
Therefore, this proposal has not been 
developed at the last minute and has 
afforded several opportunities for 
widespread public awareness and 
comment. The agency also believes that, 
once the question of changing the policy 
on assembly and reassembly has been 
publicly raised, a prompt considered 
decision concerning the proposal is in 
the public interest. 

16. One comment provided a detailed 
critique of FDA’s cost-benefit analysis. 
With respect to § 1000.16(d), the 
comment pointed out several possible 
errors. If values corrected according to 
the party’s claim were substituted into 
the analysis, the cost of § 1000.16(d) 
would decrease. The resulting cost- 
benefit ratio would be closer to 1.0 
instead of the 0.4 to 0.6 calculated by 
FDA. The comment further claimed that 
the magnitude of the adverse cost 
impact "would run about Vb of the 
values used by FDA." The adjusted 
values would result in a maximum 
adverse cost of $45 million rather than 
$121 million in 1980 and $22 million 
rather than $64 million in 1985. 

This alternative cost-benefit analysis 
caused the agency to reexamine its 
proposal. FDA has concluded, however, 
that, it the altered analysis were correct, 
FDA’s initial conclusions would still not 
change: a significant adverse impact on 
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health care delivery would result from 
the regulation. Also, considering the 
variability in the factors that must be 
used in any cost-benefit analysis, the 
agency believes that a cost-benefit ratio 
near 1.0 cannot demonstrate cost 
effectiveness. Cost-benefit analyses of 
complex issues are usually not exact 
because all necessary data are seldom 
available. Therefore average and 
approximate values must often be used 
to make the calculations tractable. The 
calculations here were particularly 
inexact because the benefit [radiation 
exposure reduction to the population) 
had to be expressed as an economic 
value. The benefit of this kind of 
regulatory action should significantly 
exceed the cost before it is undertaken. 
Section 1000.16 did not represent action 
which promised to show such a very 
favorable ratio. 

Assembly of Systems Purchased Prior to 
August 1,1974 

17. Two comments indicated that 
§ 1000.16(b), concerning the assembly of 
systems containing both certified and 
noncertified components purchased 
prior to the effective date of the policy 
(August 1,1974), should not be 
eliminated because the respondents had 
equipment waiting to be installed that 
was affected by this section. 

FDA, in proposing to remove 
§ 1000.16(b), believed that it was 
unlikely that after 5 years there would 
be many new systems composed of both 
certified and uncertified components 
purchased prior to August 1,1974. and * 
still awaiting assembly. The comments, 
however, indicate that there are still 
some unassembled systems that are 
exempted by the regulation. If 
§ 1000.16(b) were revoked, the owners of 
these systems would be prohibited from 
installing, them unless they applied for 
and were granted a variance or 
exemption from the standard. The 
original intent of the provision was to 
permit the assembly of uncertified 
components purchased before August 1. 
1974. Also, § 1000.16(a) permits the 
reassembly of systems containing both 
certified and noncertified components. 
The agency believes that prohibiting 
assembly of the few systems affected by 
§ 1000.16(b) is an unnecessary economic 
burden; therefore, the agency is 
extending § 1000.16(b) (redesignated as 
21 CFR 1020.30(p)(2)). 

Clarification of Standard and Policies 

In the Federal Register of February 24, 
1978 (43 FR 76S4). FDA proposed to 
amend the performance standard for 
diagnostic X-ray systems and their 
major components (21 CFR 1020.30). 

This related action was intended to 


incorporate into the regulation clarifying 
interpretations and policies that had 
been made since the promulgation of the 
standard. Topics addressed were: (1) 
reporting of assembly of accessory 
components, (2) reloading of X-ray tube¬ 
housing assemblies, (3) recodification of 
§ 1000.16, and (4) modification of 
certified diagnostic X-ray components 
and systems. 

Three comments were received during 
the 60-day comment period, one each 
from a manufacturer, a national 
manufacturer’s organization, and a 
private individual: All three comments 
agreed with the agency’s proposed 
amendments. 

18. One comment suggested changes 
in language to clarify the intent of the 
amendments. This comment argued that 
in 5 1020.30(b)(3) and 1020.30(q)(2) the 
phrase, “provide professional or 
commercial services,” can be 
interpreted to mean something other 
than medical diagnosic usage of X-ray 
systems and could result in confusion as 
to intent. The comment suggests that the 
phrase be changed to read “for 
diagnosis or visualization of human 
beings.” 

The agency disagrees with this 
comment. Section 1020.30 applies in its 
entirety to diagnostic X-ray systems and 
their major components. Section 
1020.30(b)(12) defines any diagnostic X- 
ray system to mean, “an X-ray system 
designed for irradiation of any part of 
the human body for the purpose of 
diagnosis or visualization.” Paragraph 
1020.30(q)(2) includes the term 
“diagnostic X-ray system” as part of its 
construction: therefore, the agency 
concludes that the meaning is clear. 
Paragraph 1020.30(b)(3), however, uses 
the term “X-ray system.” Although the 
agency believes the definition is 
adequate, to clarify the definition 
further, the word “diagnostic” is added 
to the first sentence of § 1020.30(b)(3) so 
that the reference will clearly be to 
“diagnostic X-ray system.” 

19. The same comment also addressed 
the modification of certified diagnostic 
X-ray components and systems by the 
owner (§ 1020.30(q)(2)J. This proposed 
new paragraph would permit the owner 
of an X-ray system to modify it, 
provided that the modification did not 
result in the failure of the component or 
system to comply with applicable 
requirements. The proposal would also 
exempt the owner from submitting 
reports otherwise required by subpart B 
of 21 CFR Part 1002. The comment notes 
that this proposal would not provide for 
recording of modifications, resulting in 
problems for the manufacturer, service 
personnel, and FDA in determining the 


modification history of any component 
or system. 

The agency agrees with this comment 
and inserts the phrase “the owner 
records the date and the details of the 
modification, and” between the words 
“provided” and “the” in § 1020.30(q)(2). 
This addition will require the owner of 
any system or component to maintain a 
history of modifications, thereby 
allowing service personnel and other 
interested parties to determine what 
changes or modifications have been 
made to any system or component. 

To clarify FDA’s position on the 
modification of certified X-ray 
components or systems, the agency 
advises that § 1020.30 (q)(l) prohibits 
those modifications that will result in 
noncompliance with a specific 
performance requirement stated in the # 
performance standard. For example, 
proper collimator sizing, source-image 
receptor distance (SID) indication, 
reproducibility, linearity, etc., may not 
be modified unless a variance or 
exemption has been granted. 

By contrast, modifications that result 
in a change to the required information 
in § 1020.30(g) or (h) or that change any 
of the preselected technique factors are 
not considered modifications to specific 
performance requirements and are, 
therefore, permitted under 
§ 1020.30(q)(2). When modifications that 
invalidate a manufacturer's 
specification are made, that 
specification no longer applies. Any 
permitted modification made at time of 
installation of a certified component 
should be documented in the comments 
section of Form FD-2579 (the form used 
by an assembler to report compliance 
with assembly instructions). 
Modifications made at a later date 
should be documented as to date and 
the nature of the modification in the 
service statement provided by the 
servicing organization or documented 
and retained by the user in the service 
record if such modification is made by 
the user. 

Therefore, under the Public Health 
Service Act, as amended by the 
Radiation Control for Health and Safety 
Act of 1968 (sec. 358, 82 Stat. 1177-1179 
(42 U.S.C. 263f)) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), Subchapter J of 
Chapter I of Title 21 of the Code of 
Federal Regulations is amended as 
follows: 

PART 1000—GENERAL 

§ 1000.16 [Deleted] 

1. In Part 1000, § 1000.16 Assembly 
and reassembly of diagnostic X-ray 
systems is deleted, and the text is 
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revised and redesignated as 
5 1020.30(p). 

PART 1020—PERFORMANCE 
STANDARDS FOR IONIZING 
RADIATION—EMITTING PRODUCTS 

2. In Part 1020, § 1020.30 is amended 
by revising paragraph (b)(3), the 
introductory text of paragraph (d), and 
paragraph (e)(2) and by adding new 
paragraphs (b)(56) and (57), (d)(3), 

(e)(3),(p), and (q) to read as follows: 

§ 1020.30 Diagnostic x-ray systems and 
their major components. 
***** 

lb)* * # 

(3) “Assembler” means any person 
engaged in the business of assembling, 
replacing, or installing one or more 
components into a diagnostic x-ray 
system or subsystem. The term includes 
the owner of an x-ray system or his or 
her employee or agent who assembles 
components into an x-ray system that is 
subsequently used to provide 
professional or commercial services. 
***** 

(56) “Quick change x-ray tube" means 
an x-ray tube designed for use in its 
associated tube housing such that: 

(i) The tube cannot be inserted in its 
housing in a manner that would result in 
noncompliance of the system with the 
requirements of paragraphs (k) and (m) 
of this section, and 

(ii) The focal spot position will not 
cause noncompliance with the 
provisions of this section or § § 1020.31 
or 1020.32, and 

(iii) The shielding within the tube 
housing cannot be displaced, and 

(iv) Any removal and subsequent 
replacement of a beam-limiting device 
during reloading of the tube in the tube 
housing will not result in noncompliance 
of the x-ray system with the applicable 
field limitation and alignment 
requirements of §§ 1020.31 and 1020.32. 

(57) “Accessory component” means: 

(i) A component used with diagnostic 
x-ray systems, such as a cradle or film 
changer, that is not necessary for the 
compliance of the system with 
applicable provisions of this subchapter 
but which requires an initial 
determination of compatibility with the 
system, or 

(ii) A component necessary for 
compliance of the system with 
applicable provisions of this subchapter 
but which may be interchanged with 
similar compatible components without 
affecting the system’s compliance, such 
as one of a set of interchangeable beam- 
limiting devices, or 

(iii) A component compatible with all 
x-ray systems with which it may be 


used and that does not require 
compatibility or installation instructions, 
such as a tabletop cassette holder. 

***** 

(d) Certification by assembler. An 
assembler who installs one or more 
components certified as required by 
paragraph (c) of this section into an x- 
ray system shall install certified 
components that are of the type required 
by §§ 1020.31 or 1020.32 and, except as 
provided for in paragraph (d)(2) of this 
section, shall assemble, install, adjust, 
and test the certified components in 
accordance with the instructions of their 
respective manufacturers. All 
assemblers who install certified 
components shall file a report of such 
assembly as specified in paragraph 
(d)(1), (2), and (3) of this section. The 
report will be construed as the 
assembler's certification and 
identification under §§ 1010.2 and 1010.3 
of this chapter. All assembler reports 
must be on a form prescribed by and 
available from the Director. Bureau of 
Radiological Health, 5600 Fishers Lane, 
Rockville, MD 20857. Completed reports 
must be submitted to the Director, the 
purchaser, and, where applicable, to the 
State agency responsible for radiation 
protection within 15 days following 
completion of the assembly. 

♦ * * * * 

(3) Accessory components. The 
following requirements apply to the 
assembly of accessory certified 
components and x-ray systems that do 
not require assembly by the dealer or 
purchaser. 

(i) The initial installation or assembly 
of interchangeable and removable 
accessory certified components within a 
diagnostic x-ray system following 
delivery at the user’s facility shall be 
reported as required by paragraphs 
(d)(1) and (2) of this section. No report of 
assembly is required for subsequent use 
of such components. 

(ii) Assembler certification as 
specified in paragraphs (d)(1) and (2) of 
this section is not required for certified 
components or systems that have been 
described by their manufacturer in the 
information furnished the user as not 
requiring assembler certification. Prior 
to stating that assembler certification is 
not required for a component or system, 
the manufacturer of the item must have 
reported to the Bureau of Radiological 
Health, in the report required by 

§ 1002.10 of this chapter, that 
compliance with this section and 
§§ 1020.31 and 1020.32 is assured by the 
existence of the following conditions: 

[a) Certification of compliance by the 
manufacturer is not contingent upon 


acts of assembly or installation by the 
dealer or purchaser. 

(&) Preparation for use by either the 
dealer or user does not require 
adherence to the manufacturer's 
instructions to ensure compliance. 

(c) Interconnection or use, or both, of 
the component or systems does not 
require compatibility specifications. 

(e) * * * 

(2) Replacement of tubes. Except as 
specified in paragraph (e)(3) of this 
section, the replacement of an x-ray 
tube in a previously manufactured tube¬ 
housing assembly certified pursuant to 
paragraph (c) of this section constitutes 
manufacture of a new tube housing 
assembly, and the manufacturer is 
subject to the provisions of paragraph 
(e)(1) of this section. The manufacturer 
shall remove, cover, or deface any 
previously affixed inscriptions, tags, or 
labels that are no longer applicable. 

(3) Quick-change x-ray tubes. The 
requirements of paragraph (e)(2) of this 
section shall not apply to tube-housing 
assemblies designed and designated by 
their original manufacturer to contain 
quick-change x-ray tubes. The 
manufacturer of such x-ray tubes shall 
include with each replacement tube a 
label with the tube manufacturer’s 
name, the model, and serial number of 
the x-ray tube. The manufacturer of the 
tube shall instruct the assembler who 
installs the new tube to attach the label 
to the tube-housing assembly and to 
remove the cover or deface the 
previously affixed inscriptions, tags, or 
labels that are described by the tube 
manufacturer as no longer applicable. 
***** 

(p) Assembly and reassembly of 
diagnostic x-ray system . The following 
provisions apply to the assembly and 
reassembly of diagnostic x-ray 
components specified in paragraph 
(a)(1) of this section into diagnostic x- 
ray systems. 

(1) Assembly after August 1 . 1974. 
Except as provided in paragraph (p)(2)of 
this section, specified components 
which are assembled after August 1, 

1974 into those x-ray systems which 
contain, or will contain upon completion 
of the assembly, one or more 
components certified pursuant to 
paragraph (c) of this section, may only 
be those which have themselves been so 
certified. For example, after August 1, 
1974: 

(i) An assembler who installs a new, 
complete diagnostic x-ray system may 
not assemble a system consisting of 
both certified and uncertified 
components. 

(ii) An assembler who installs 
components into an existing diagnostic 
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x-ray system containing one or more 
certified components prior to such 
installation may only install components 
which have been certified by the 
component manufacturer^), regardless 
of whether certified components 
themselves are replaced. 

(iii) An assembler who installs a 
group of components into an existing 
diagnostic x-ray system containing no 
certified components prior to the 
assembly may not install a combination 
of certified and uncertified components 
but must install either all uncertified 
components or all certified components 
into such a system. 

(iv) An assembler may reassemble a 
previously existing (used) system for 
resale whether or not the system is 
composed of all uncertified or a 
combination of certified and uncertified 
components. However, any components 
added to or installed in place of original 
components in an existing system 
composed of one or more certified 
components must be certified. 

(2) Purchase prior to AugustJ, 1974. 
The provisions of paragraph (p)(l) of 
this section do not apply to the 
assembly of specified components, 
provided: 

(i) All of the specified components 
which are assembled into the x-ray 
system after August 1,1974, were 
purchased prior to that date and 

(ii) The report filed pursuant to 
paragraph (d) of this section includes 
adequate evidence that all the specified 
components assembled were purchased 
prior to August 1,1974. A copy of a 
notarized bill of sale or other notarized 
contract for purchase clearly 
establishing the date of purchase of 
each of the specified components will be 
considered adequate evidence. 

(3) [Reserved] 

(4) [Reserved] 

(5) Repair of x-ray systems. The 
following requirements govern the 
assembly and reassembly of diagnostic 
x-ray components during repair of 
diagnostic x-ray components and 
systems: 

(i) The removal of a component, 
whether certified or uncertified, from an 
x-ray system for the purpose of repair 
and the subsequent reinstallation of the 
component into the system following 
repair are not prohibited by this section. 
Those performing repair of certified 
components are not required to recertify 
the repaired component under 
paragraph (c) of this section except for 
reloaded previously certified x-ray tube 
housing assemblies. A report pursuant 
to paragraph (d) of this section need not 
be filed to report the reinstallation of a 
certified component into an x-ray 


system following repair of the 
component or system. 

(ii) The installation into an x-ray 
system of components specified in 
paragraph (a) of this section on an 
exchange basis when an identical model 
is installed in place of a malfunctioning 
component shall not be subject to 
paragraph fp)(l) of this section or affect 
the status of the x-ray system under that 
paragraph. A report pursuant to 
paragraph (d) of this section must be 
filed to report installation of certified 
components. 

(iii) Components installed temporarily 
in an x-ray system in place of certified 
components removed temporarily for 
repair must be certified. TTie temporary 
installation of such certified components 
is not subject to the report required in 
paragraph (d) of this section, provided 
the temporarily installed component is 
identified by a tag or label bearing the 
information set forth in paragraph 
(p)(5)(iii) (o) or (h) of this section. The 
replacement of the temporarily installed 
component by a permanently installed 
certified component must be reported in 
accordance with paragraph (d) of this 
section. 

(a) Temporarily installed compatible 
component. A temporarily installed 
compatible component must bear the 
following statement and information: 

Temporarily Installed Compatible Component 

This certified component has been 
assembled, installed, adjusted, and tested by 
me according to the instructions provided by 
the manufacturer. 

Signature 
Company Name 
Street Address. P.O. Box 
City. State, Zip Code 
Date of Installation 

(b) Temporarily installed 
noncompatible component. A 
temporarily installed noncompatible 
component must bear the following 
statement and information: 

Temporarily Installed Noncompatible 
Component 

This certified component has been 
assembled or installed by me. but could not 
be assembled, installed, adjusted, and tested 
according to the instructions provided by the 
manufacturer because other already existing 
components of the system do not meet the 
compatibility specifications of the certified 
component being installed, and there are no 
commercially available certified components 
of a similar type that are compatible with the 
system. 

Signature 
Company Name 
Street Address, P.O. Box 
City, State. Zip Code 
Date of Installation 

(6) Accessory components. The use 
with an x-ray system of accessory 


components specified in paragraph (a) 
of this section that are not permanently 
installed in the x-ray system, which are 
not essential to the performance of the 
system in compliance with the 
requirements of this section and 
§ § 1020.31 and 1020.32, and which are 
subject to the assembler reporting 
exceptions of paragraph (d)(3) of thi£ 
section are not subject to paragraph 
(p)(l) of this section and do not affect 
the status of the x-ray system under that 
paragraph. 

(q) Modification of certified 
diagnostic x-ray components and 
systems. (1) Diagnostic x-ray 
components and systems certified in 
accordance with § 1010.2 of this chapter 
shall not be modified such that the 
component or system fails to comply 
with any applicable provision of this 
chapter unless a variance in accordance 
with § 1010.4 of this chapter or an 
exemption under section 358(a)(5) or 
360B(b) of the Public Health Service Act 
has been granted. 

(2) The owner of a diagnostic x-ray 
system who uses the system in a 
professional or commercial capacity 
may modify the system, provided the 
modification does not result in the 
failure of the system or component to 
comply with the applicable 
requirements of this section or of 
§ § 1020.31 or 1020.32. The owner who 
causes such modification need not 
submit the reports required by Subpart B 
of Part 1002 of this chapter, provided the 
owner records the date and the details 
of the modification, and provided the 
modification of the x-ray system does 
not result in a failure to comply with 
§§ 1020.31 or 1020.32. 

Effective date: These amendments 
become effective September 24,1979. 

(Sea 358, 82 Stat. 1177-1179 (42 U.S.C. 283fi.) 

Note.—In accordance with Executive Order 
12044, the economic effects of this 
amendment have been carefully analyzed, 
and it has been determined that this 
rulemaking does not involve major economic 
consequences as defined by that order. A 
copy of the regulatory analysis assessment 
supporting this determination is on file with 
the Hearing Clerk, Food and Drufe 
Administration. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[PR Doc. 79-28612 Piled 0-2S-79: M8 araj 
BILLING CODE 4110-03-41 
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DEPARTMENT OF LABOR 
Office of the Secretary 
29 CFR Part 13 

Participation of State and Local 
Officials in the Development of 
Federal Policies; Removal of 
Regulations 

agency: Department of Labor. 
actio n: Removal of regulations. _ 

summary: The purpose of this document 
is to remove the Department’s 
regulations at 29 CFR Part 13 on the 
participation of State and local officials 
in the development of the Department’s 
regulations. The regulations have been 
superseded by the Department's 
procedures under Executive Order 
12044, the Executive Order issued by the 
President to improve Government 
regulations. 

EFFECTIVE DATE: August 24. 1979. 

FOR FURTHER INFORMATION CONTACT: 

Mr. James Marion. Office of the 
Solicitor. U.S. Department of Labor, 
Room N2428, 200 Constitution Avenue, 
NW., Washington, D.C. 20210. 

Telephone: 202-523-7721. 
SUPPLEMENTARY INFORMATION: On 
March 23,1978 President Carter issued 
Executive Order 12044, Improving 
Government Regulations . The Executive 
Order was published in the Federal 
Register on March 24,1978 at 43 FR 
12661. Section 2(c) of the Executive 
Order set forth improved procedures for 
public participation, including the 
participation of State and local officials, 
in Governmental rulemaking. In light of 
this the “Summary and Analysis of 
Public Comments,” which accompanied 
the Executive Order, stated at 43 FR 
12667: 

OMB Circular A-85. With the order's 
emphasis on new and expanded 
opportunities for public comment, several 
respondents felt that OMB Circular A-85 
would no longer be needed. This circular will 
be rescinded. 

On Friday, January 26,1979 at 44 FR 
5570 the Department of Labor published 
its final guidelines implementing 
Executive Order 12044. The guidelines 
contained a section setting forth 
procedures for involving the public, 
including State and local officials, in the 
development of the Department’s 
regulations. 

In the meantime, on October 20,1978, 
Mr. James T. McIntyre, Director, Office 
of Management and Budget, notified the 
heads of executive departments and 
agencies that OMB Circular A-85 was to 
be rescinded as of October 31,1978. In 
his memorandum Mr. McIntyre stated 


that the circular was “superseded by the 
new procedures required by Executive 
Order 12044.” 

Since 1972. the Department of Labor 
has had regulations at 29 CFR Part 13 
setting forth procedures for involving 
State and local officials in the 
development of the Department’s 
regulations. These regulations were 
issued pursuant to OMB Circular A-85, 
and they virtually repeated verbatim the 
language of that circular. Since OMB 
Circular A-85 has now been rescinded, 
and since the procedures have now been 
superseded by Executive Order 12044 
and the Department's guidelines under 
the Executive Order, the regulations at 
Part 13 are now obsolete. Slate and local 
officials, however, will continue to be 
appropriately involved in the 
development of the Department of 
Labor’s regulations in accordance with 
Executive Order 12044 and the 
Department of Labor’s procedures which 
implement Executive Order 12044. 

This regulation is not a significant 
regulation within the meaning of 
Executive Order 12044. 

Accordingly, Title 29. Subtitle A, of 
the Code of Federal Regulations is 
amended by removing Part 13. 

PART 13—PARTICIPATION OF STATE 
AND LOCAL OFFICIALS IN THE 
DEVELOPMENT OF FEDERAL 
POLICIES [REMOVED] 

Signed at Washington, D.C., this 20th day 
of August 1979. 

Ray Marshall, 

Secretary of Labor, 

{FR Doc. 79-26411 Hied 8-23-79. 8 45 amj 

BILLING CODE 4510-23-M 


DEPARTMENT OF THE INTERIOR 

Office of Surface Mining Reclamation 
and Enforcement 

30 CFR Chapter VII 

Surface Coal Mining and Reclamation 
Operations, Permanent Regulatory 
Program; Corrections 

agency: Office of Surface Mining 
Reclamation and Enforcement, 
Department of the Interior. 
action: Corrections. 

summary: This document corrects the 
Preamble and Regulations to the 
Permanent Regulatory Program that 
begin on page 14901 of the Federal 
Register of Tuesday, March 13.1979, 
Part II. Book 2 of 3 and Book 3 of 3. 

EFFECTIVE date: August 24.1979. 
address: Director, Office of Surface 
Mining Reclamation and Enforcement, 


Department of the Interior, Washington, 
D.C. 20240. 

FOR FURTHER INFORMATION CONTACT: 

Toney Head, Jr., 202-343-4293. 
supplementary information: This 
document corrects errors that appeared 
in the March 13,1979, Permanent 
Regulatory Program. The following 
instructions will aid the user in locating 
referenced corrections: 

Preamble: 

page—indicates the page number 
that appears in the upper margin 
Section—indicates the last 
referenced Section prior to the error 
column—indicates the column 
number where the error is found 

paragraph—indicates the number of 
full paragraphs down from the top of the 
column 

line—indicates the number of lines 
down from the referenced paragraph or 
from the top of the column. 

Permanent Regulations: 

page—indicates the page number 
that appears in the upper margin 

Section—indicates the Section and 
paragraph where the error occurs 

lines—indicates the number of lines 
down from the referenced Section. 

The corrections made in this Federal 
Register notice are of a number of 
different types: (1) typographical, 
printing, capitalization, punctuation or 
spelling errors: (2) inconsistencies in 
discussion within the text of the 
preamble or between statements in the 
preamble and the regulations 
themselves; (3) incorrect cross 
references to sections of the regulations 
made either within the text of the 
preamble or in the regulations 
themselves and (4) incorrect form of 
citation to technical literature. In some 
cases corrections may on first 
impression appear substantive but the 
basis for all of them can be found 
elsewhere in the preamble or regulations 
and the corrections are made for 
purposes of consistency. 

Dated: August 20.1979. 

Walter N. Heine, 

Director, Office of Surface Mining 
Reclamation and Enforcement, 

The following corrections are made: 

Preamble 

Table of Contents 

On page 14902, Section 730.11, column 
3, title “laws regulations” is corrected to 
read “laws and regulations”. 

On page 14902, Section 730.12, column 
3, title “Requirement” is corrected to 
read “Requirements”. 

On page 14903, Section 742.13, column 
1, title, “leasee” is corrected to read 
“lessee”. 
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On page 14903, Part 771, column 3, 
title “AND APPLICATIONS” is 
corrected to read "AND PERMIT 
APPLICATIONS”. 

On page 14904, Section 785.22, column 
3. title, “Insitu” is corrected to read “In 
situ”. 

On page 14905, Part 788, column 1, 
title, “PERMIT, REVIEWS,” is corrected 
to read “PERMIT REVIEWS.”. 

On page 14905, Section 788.18, column 
1, title “sale, or assignment” is corrected 
to read “assignment or sale”. 

On page 14905, Section 800.2, column 

1, “Objective” is corrected to read 
“Objectives". 

On page 14905, column 2, between 
lines 5 and 6, insert 

PART 809—BONDING AND INSURANCE 
REQUIREMENTS FOR ANTHRACITE 
SURFACE COAL MINING AND 
RECLAMATION OPERATIONS 

Sec. 

809.1 Scope. 

809.2 Objective. 

809.3 Responsibility. 

809.11 Applicability. 

809.12 Requirements. 

On page 14905. Section 816.62 column 
3, title, “Preblasting” is corrected to read 
“Pre-blasting”. 

On page 14906, Section 817.62, column 

2, title, “Preblasting” is corrected to read 
“Pre-blasting”. 

On page 14907, Subchapter S, column 

2, title, “RESTITUTES” is corrected to 
read “INSTITUTES”. 

On page 14909, Subchapter K, column 

3, paragraph 3, line 14, “(5)”, is corrected 
to read “(b)”. 

On page 14910, Section 700.4, column 
3, paragraph 2, lines 9 and 10. “of 
Interior” is corrected to read “of the 
Interior”. 

On page 14912, Section 700.5, column 
1, paragraph 2, line 3, “defintion” is 
corrected to read “definition”. 

On page 14913, Section 700.5, column 
1, paragraph h. line 2, “paragrahs” is 
corrected to read “paragraphs”. 

On page 14913, Section 700.5. column 
1, paragraph 8, line 14, “act” is corrected 
to read “Act”. 

On page 14913, Section 700.5, column 

1, paragraph 8, line 17, “district court” is 
corrected to read “District Court". 

On page 14914, Section 700.5, column 

2. paragraph 4, line 3, “incidential” is 
corrected to read “incidental”. 

On page 14917, Section*700.13. column 
2, line 5, “then” is corrected to read 
“than”. 

PART 701—PERMANENT 
REGULATORY PROGRAM 

On page 14918, Section 701.4, column 

1. introductory paragraph, line 5, “is” is 
corrected to read “are”. 


On page 14919, Section 701.5, column 
2, paragraph 3, line 2 and 3, “American 
Geological Institute Glossary of 
Geology, 1972” is corrected to read, 
“Gary. M. et al. 1974, Glossary of 
Geology, American Geological 
Institute”. 

On page 14919, Section 701.5, column 
2, paragraph 3, line 6 and 7, “U.S. Bureau 
of Mines, Dictionary of Mining, Mineral 
and Related Terms, 1968” is corrected to 
read “Thrush, P.W.. 1968. Dictionary of 
Mining, Mineral and Related Terms, U.S. 
Bureau of Mines”. 

On page 14919, Section 701.5, column 
2, paragraph 3. line 10, “Soil 
Conservation Society of America, 
Resources Conservation Glossary, 1976” 
is corrected to read, “Hutchinson D.E., et 
al.. 1976.” 

On page 14919. Section 701.5, column 
2, paragraph 4, line 17, “EPA 670/2-74- 
093.1974” is corrected to read “Grim, 
E.C., and Hill, R.D., 1974.” 

On page 14919, Section 701.5, column 

2, paragraph 5, line 3 and 4, “EPA 490/1- 
76/057-a, 1976” is corrected to read 
“EPA, 1976a.” 

On page 14919, Section 701.5, column 

3, line 1, “drainage” in” is corrected to 
read “ ‘drainage’ ” as used in”. 

On page 14919, Section 701.5, column 
3, paragraph 4. line 7, “and Parizek, 

1968” is corrected to read “1968”. 

On page 14920, Section 701.5, column 

1. line 4, “Smith et al., 1978” is corrected 
to read “Smith et al., 1976”. 

On page 14921, Section 701.5, column 
3, lines 18 and 19, "and mine plan 
areas.” is corrected to read “and ‘mine 
plan areas’ ”. 

On page 14922, Section 701.5, column 

1, paragraph 4, line 8 and 9, “U.S. 
Environmental Protection Agency” is 
corrected to read “Axetell. Kenneth, Jr.”. 

On page 14922, Section 701.5, column 

2, line 2, “ERT Doc. No. P-3549” is 
corrected to read “U.S. Department of 
Energy, ERT Doc. No. P-3549”. 

On page 14922, Section 701.5, column 
2, line 13, “FWS/OBS-78/05 (1978),“ is 
corrected to read “Moore, R., and Mills, 
T. (1977) FWS/OBS-78/05.” 

On page 14922, Section 701.5, column 

2. line 17. “FWS/OBS-78/30 (1978)” is 
corrected to read “Masons, W.T., Jr, 
(1978) FWS/OBS-78/30”. 

On page 14923, Section 701.5, column 

3, paragraph 3, line 12, “mights” is 
corrected to read “might”, and 
paragraph 4, line 15, “OMHSA” is 
corrected to read “latter”. 

On page 14924, Section 701.5, column 

1, line 2, “overlaying” is corrected to 
read “overlying”. 

On page 14926, Section 701.5, column 

2. paragraph 2, line 6. “justifications” is 
corrected to read “justification”. 


On page 14926, Section 701.5, column 
3, paragraph 2, line 15, “state” is 
corrected to read “State”. 

On page 14927, Section 701.5. column 
3, line 8, “diamond, core” is corrected to 
read “diamond core”; and paragraph 1. 
line 4, “area 30” is corrected to read 
“area. 30”. 

On page 14928, Section 701.5, column 

2, paragraph 1. line 14, “signficiantly” is 
corrected to read “significantly”. 

On page 14929, Section 701.5, column 

3, lines 6 and 7. “maximum, guidance” is 
corrected to read “maximum guidance”; 

On page 14929, Section 701.5, column 
3, paragraph 2, line 4. “systems” is 
corrected to read “system”; and 
paragraph 3, line 22, “Occurance” is 
corrected to read “Occurrence”. 

On page 14930, Section 701.5, column 

2, paragraph 4, line 24, “floor” is 
corrected to read “floors”. 

On page 14930, Section 701.5, column 

3, paragraph 3, line 15, “conjuction” is 
corrected to read “conjunction”. 

On page 14930. Section 701.5, column 

3. paragraph 4, line 5, “American” is 
corrected to read “America”. 

On page 14931, Section 701.5, column 
1, paragraph 1, lines 10 and 11, 
“American Society of Range 
Management, 1974” is corrected to read 
“Kothmann, M.M. (1974), Society for 
Range Management (36 pp.)”. 

On page 14931, Section 701.5, column 
1, paragraph 5, line 4, “Skellly and Loy, 
1977, p. II-3” is corrected to read 
"Robins, J.D., et al„ 1977”. 

On page 14931, Section 701.5, column 

1, paragraph 6, line 4, “Greene and 
Rainy, 1975, pp. 1-8” is corrected to read 
“Greene, B.C., and Raney, W.B.. 1974, 
pp. 5-17”. 

On page 14931. Section 701.5, column 

2, paragraph 1, line 5, “Grim. E.C. and 
Hill, R.D., at 217,1976” is corrected to 
read “Grim, E.C., and Hill. R.D.. at 217, 
1974”. 

On page 14931, Section 701.5, column 

2, paragraph 2. line 3. after “entirety”, is 
corrected to read “as it is used in 
Section 701(20) of the Act”. 

On page 14931, Section 701.5, column 

3, paragraph 1 is corrected by deleting 
“Prime farmland used as cropland for 
fifty percent or more of the historical- 
use period will be considered as prime 
farmland historically used as cropland. 
Fifty percent or more was chosen 
because this represents the predominant 
land use in the historical period”. 

On page 14931, section 701.5, column 
3, paragraph 2, line 18 is corrected by 
inserting “Fifty percent or more was 
chosen because this represents the 
predominant land use in the historical 
period” after “cropland use”. 

On page 14931, Section 701.5, column 
3, paragraph 3, line 5, “second 
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alternative was rejected." is corrected to 
read “second and fourth alternatives 
were rejected". 

On page 14931, Section 701.5. column 
3, paragraph 5. lines 1-8. are corrected 
by deleting “Many variations of the 
historical use period have been 
suggested. A commenter claimed that 
local farming conditions vary 
considerably from region to region and 
are heavily dependent upon the local 
economy, market conditions, and 
government regulations." 

On page 14933, Section 701.5, column 
2. paragraph 1, line 15, "60, (1973)” i9 
corrected to read “60 (1973)”. 

On page 14935, Section 701.5. column 

1, line 1 is corrected by deleting “P Draft 
III-101". 

On page 14935, Section 701.5, column 

2, paragraph 3, line 4, “Grim, E.C. and 
Hill, R.D.. at 219“ is corrected to read 
"U.S. Environmental Protection 
Agency". 

On page 14935, Section 701.5, column 

2, paragraph 6. line 13, "1971, at p. 362“ 
is corrected to read “1971”. 

On page 14936, Section 701.5, column 

1, paragraph 4. lines 23 and 24, “1960, pp. 
39-67" is corrected to read “1973, pp. 39- 
67." 

On page 14937, Section 701.5, column 

3. paragraph 2, line 10, “Hirschfield, 

R.C." is corrected to read “Hirschfeld, 

R.C./V 

On page 14937, Section 701.5, column 

2, paragraph 6. last line, “817.170" is 
corrected to read "817.150". 

On page 14937, Section 701.5, column 

3, paragraph 2, lines 14-16, “Coates, D.F. 
and Yu, Y. S., editors. 1977, Pit Slope 
Manual, Chapter 9—Waste 
Embankments; Canada Centre for 
Mineral and Energy Technology" is 
corrected to read “Canada Department 
of Energy. Mines and Resources, 1977, 
Waste embankments. Chapter 9 in the 
Pit Slope Manual, Mining Research 
Laboratories,". 

On page 14939. Section 701.5. column 
2. paragraph 3, line 13, “See Glossary of 
Geology," is corrected to read "See 
Gary. M„ et al„ 1974, Glossary of 
Geology, American Geological Institute, 
p. 233". 

PART 731—SUBMISSION OF STATE 
PROGRAMS 

On page 14951, Section 731.12, column 
2. paragraph 3. line 6. “lettered" is 
corrected to read "relettered". 

On page 14953, Section 731.13, column 
1, paragraph 1. lines 11 and 12, 'The 
Office believes that paragraphs" is 
corrected to read “The Office believes 
that the State program Subchapters". 


On page 14954. Section 731.14, column 

1, paragraph 2. line 21, "It could prove" 
is corrected to read "it could not prove". 

PART 732—PROCEDURES AND 
CRITERIA FOR APPROVAL OR 
DISAPPROVAL OF STATE PROGRAM 
SUBMISSIONS 

On page 14959, Section 732.4, column 

2. paragraph 3, line 4. “Sections" is 
corrected to read “Subsections". 

On page 14963, Section 732.15, column 
2, paragraph 2, line 5, “criterian" is 
corrected to read "criterion". 

PART 733—MAINTENANCE OF STATE 
PROGRAMS AND PROCEDURES FOR 
SUBSTITUTING FEDERAL 
ENFORCEMENT OF STATE 
PROGRAMS AND WITHDRAWING 
APPROVAL OF STATE PROGRAMS 

On page 14969, Section 733.4, column 
2, paragraph 6, line 12, “521" is corrected 
to read “526". 

PART 736—FEDERAL PROGRAM FOR 
A STATE 

On page 14970. Part 736. column 1, 
paragraph 3. line 12. is corrected by 
inserting "736.22(b)," after “736.22(a),". 

On page 14970, Section 736, column 1, 
paragraph 3, line 13. "736.25(b)" is 
corrected to read “736.24(b)" and 
"736.25(b)(1)" is corrected to read 
"736.24(b)(1)". 

PART 741—PERMITS 

On page 14977, column 1, title, 

"741.13“ is corrected to read “741.12". 

On page 14978, Section 741.13, column 
1. line 27, “the Director will issue” is 
corrected to read “The Director of OSM 
will issue a permit". 

On page 14979, Section 741.19, column 

1, paragraph 5. lines 4-5, “ ‘Confidential 
Information’ " is corrected to read 

" ‘Company Propritary Information' " 

On page 14979, Section 741.19. column 

2. paragraph 1, lines 11.12 and 24, 

" ‘Confidential’ " is corrected to read 
" ‘Proprietary’". 

On page 14980, Section 741.24, column 
2. paragraph 6. line 15. "reasonable" is 
corrected to read "responsible". 

SUBCHAPTER F—AREAS UNSUITABLE 
FOR MINING 

On page 14989. Subchapter F, column 

2. paragraph 2. line 15, “BLM" is 
corrected to read “Federal". 

On page 14989, Subchapter F. column 

3. paragraph 2, line 8, "and the" is 
corrected to read "and if the", and lines 
20 and 21, "would: Be" is corrected to 
read "would, be". 

On page 14989, Subchapter F, column 

3. paragraph 6, line 1, "procedures for 
determining" is corrected to read 
"procedures for the initial and 


permanent regulatory programs for 
determining". 

On page 14989, Subchapter F. column 
3. paragraph 6. line 1. “Act" is corrected 
to read “Act; (see 30 CFR 710.14(b))’’. 

PART 761—AREAS DESIGNATED BY 
ACT OF CONGRESS 

On page 14991, Part 761, column 2, 
paragraph 2, line 12] "occasional use" is 
corrected to read "occasional public 
use". 

On page 14991. Part 761, column 2. 
paragraph 2, line 15, “from" is corrected 
to read “or. 

On page 14992, Part 761, column 1. 
paragraph 3, line 1. "determing" is 
corrected to read "determining". 

On page 14992. Part 761, column 2, line 

9. “at-" is corrected to read "at 

119,138". 

On page 14992, Part 761, column 3. 
paragraph 2. line 5. "these" is corrected 
to read “the commenters”. 

On page 14993. Part 761, column 1. 
paragraph 2. line 16, “minerials" is 
corrected to read “minerals". 

On page 14993, Part 761, column 1, 
paragraph 2. line 27, “claim acquire" is 
corrected to read “claim, acquire". 

On page 14993. Part 761, column 2, 
paragraph 3. line 10. "indicated" is 
corrected to read “indicates". 

On page 14994, Part 761, column 1. 
paragraph 4, line 21, “VER there” is 
corrected to read "VER, there". 

On page 14994, Part 761, column 2, 
paragraph 2, line 5, "in" is corrected to 
read "on". 

On page 14995, Part 761, column 1. 
paragraph 2, line 8. "authority" is 
corrected to read “State agency". 

PART 762—CRITERIA FOR 
DESIGNATING AREAS AS 
UNSUITABLE FOR SURFACE COAL 
MINING OPERATIONS 

On page 14996, Part 762, column 1, 
paragraph 1, line 29, "other agencies" is 
corrected to read "other Federal 
agencies". 

On page 14996, Part 762, column 3. 
paragraph 1. line 18. “broard" is 
corrected to read "broad". 

On page 14996. Part 762, column 3, 
paragraph 2. lines 15-19 delete the 
following sentence “OSM has decided 
that for the purpose of Subchapter F. a 
place is "eligible" at the time the notice 
of its eligibility is published in the 
Federal Register". 

On page 14997. Part 762, column 2, 
paragraph 1, last line, "commitments’ " 
is corrected to read "commitments". 

On part 14997, Part 762, column 2. 
paragraph 5, lines 10 and 11, 

"enforceable, sales" is corrected to read 
"enforceable coal sales’*. 


i 








49676 


Federal Register / Vol. 44, No. 166 / Friday. August 24, 1979 / Rules and Regulations 


On page 14998, Part 762, column 1, 
paragraph 1. line 2, “a9 substantial” is 
corrected to read “as an example of a 
substantial commitment”. 

On page 14999, Part 762, column 3, 
lines 34 and 35, “all surface” is corrected 
to read “all other surface”. 

PART 764—STATE PROCESSES FOR 
DESIGNATING AREAS UNSUITABLE 
FOR SURFACE COAL MINING 
OPERATIONS 

On page 15001, Part 764. column 2, 
paragraph 1, line 29. “restricted” is 
corrected to read “restrictive”. 

On page 15003, Part 764, column 1. line 
3, “intevenors” is corrected to 
“intervenors”. 

On page 15003, Part 764. column 1. 
paragraph 1, line 14 “travelling” is 
corrected to read “traveling”. 

On page 15003, Part 764, column 1, 
paragraph 2, line 14, “hearing” is 
corrected to read “hearings”. 

On page 15003, Part 764, column 3, line 
12. “believe” is corrected to read 
“believed”. 

On page 15004. Part 764, column 2, 
paragraph 2. lines 4 and 5, “demonstrate 
it” is corrected to read “demonstrate 
that it”. 

On page 15004, Part 764, column 3, 
paragraph 2, line 20, “is” is corrected to 
read “are”. 

PART 764—STATE PROCESSES FOR 
DESIGNATING AREAS UNSUITABLE 
FOR SURFACE COAL MINING 
OPERATIONS 

On page 15005, Part 764, column 2, 
paragraph 2, line 22, “hazards” is 
corrected to read “hazard”. 

On page 15005, Part 764, column. 2 
paragraph 3, line 16, “states” is 
corrected to read “States”. 

On page 15005, Part 764, column 3, 
paragraph 5, line 11, “states” is 
corrected to read “States”. 

On page 15005, Part 764, column 3. 
paragraph 5. line 16. “state” is corrected 
to read “State”. 

On page 15006, Part 764. column 1, line 
8. “states” is corrected to read “States”. 

On page 15006, Part 764, column 2. 
paragraph 1, line 12. “date" is corrected 
to read “data”. 

On page 15006, Part 764, column 3, 
paragraph 3. line 4, “Section” is 
corrected to read “Sections”. 


PART 769—PETITION PROCESS FOR 
DESIGNATION OF FEDERAL LANDS 
AS UNSUITABLE FOR ALL OR 
CERTAIN TYPES OF SURFACE COAL 
MINING OPERATIONS AND FOR 
TERMINATION OF PREVIOUS 
DESIGNATIONS 

On page 15008. Part 769, column 1, 
paragraph 1, line 2, “record keeping” is 
corrected to read “recordkeeping”. 

On page 15008. Part 769, column 1, 
paragraph 1, line 14, “Federal program” 
is corrected to read “Federal lands 
program”. 

On page 15008, Part 769, column 2, 
paragraph 1, lines 16 and 17, 
“recommended” is corrected to read 
“recommend”. 

PART 770—GENERAL 
REQUIREMENTS FOR PERMITS AND 
COAL EXPLORATION SYSTEMS 
UNDER REGULATORY PROGRAMS 

On page 15009, Part 770, column 3, 
paragraph 5, line 1, “(a)” is corrected to 
read “(A)”. 

On page 15009, Part 770, column 3, 
paragraph 6, line 1, “(b)” is corrected to 
read “(B)”. 

On page 15011, Part 770, column 2, 
paragraph 5, line 5, “84-48” i9 corrected 
to read “74-48”. 

On page 15011, Part 770, column 2, 
paragraph 6, line 5, "Geology” is 
corrected to read “Ecology”; and 
paragraph 7, line 5. “Geology” is 
corrected to read “Ecology”. 

On page 15011, Part 770, column 2, 
paragraph 7, line 6. “93” is corrected to 
read “97”. 

On page 15011, Part 770, column 3, 
paragraph 3, line 2, “few” is corrected to 
read “a few”. 

PART 776—GENERAL 
REQUIREMENTS FOR COAL 
EXPLORATION 

On page 15019, Section 776.11, column 
1, paragraph 2, line 1, "776.11(c)" is 
corrected to read “776.11(d)"; column 2, 
between paragraphs 2 and 3. add 
heading “776.12 General requirements; 
Exploration of more than 250 tons”. 

PART 778—SURFACE MINING PERMIT 
APPLICATIONS; MINIMUM 
REQUIREMENTS FOR LEGAL, 
FINANCIAL, COMPLIANCE AND 
RELATED INFORMATION 

On page 15023, Section 778.14, column 
1, line 40, “have been” is corrected to 
read “have not been”; column 2, 
paragraph 2, line 8, "917 (1973)” is 
corrected to read “917” 

On page 15024, Section 778.14, column 

1. paragraph 1, line 21, “American Power 


Light Co.” is corrected to read "Electric 
Bond and Share Co.". 

On page 15024, Section 778.14, column 
3. paragraph 2, line 1, “Commenters” is 
corrected to read “2. Pursuit of Appeals. 
Commenters”. 

On page 15025, Section 778.14, column 

2, title, paragraph 2, “Section 778.14(c)” 
is corrected to read “3. Other 
comments” 

On page 15025, Section 778.14. column 
1, paragraph 5. lines 6 and 7, “this 
specific subsection” is corrected to read 
“778.14(c)”. 

On page 15029, Section 779.13, column 

3, paragraph 1, is corrected by deleting 
“Arnett. R.C., Deju. R.A., Nelson. R.W.. 
Cole, C.R.. and Gephart, R.E. 1976. 
Conceptual and mathematical modeling 
of the Hanford ground water flow 
regime. (Prepared by Atlantic Richfield 
Handford Co., Richland, Wash., for U.S. 
Energy, Research and Development 
Administration.) Report ARH-ST-140, 
103 pp.” 

On page 15029, Section 779.13, column 
3, paragraph 2, line 5, “3.5.” is corrected 
to read “3-5”. 

On page 15029, Section 779.13, column 
3, paragraph 11, line 2, “mathematic” is 
corrected to read “mathematical”. 

On page 15029, Section 779.13, column 
3. paragraph 13, line 7, “PB-257” is 
corrected to read “PB-257142”. 

On page 15031. Section 779.13, column 

1, paragraph 1, line 18, “fined Section” is 
corrected to read “fined in Section”. 

On page 15031, Section 779.14, column 

2. paragraph 4, line 3, “Groundwater” is 
corrected to read “Ground water”. 

On page 15031. Section 779.14, column 
2, paragraph 6, line 1, “P.B.” is corrected 
to read “P.D.” 

On page 15032, Section 779.14, column 
2. paragraph 2, lines 11 and 12, 
“requirement to” is corrected to read 
“requirement for the listing to”. 

On page 15033. Section 779.15, column 

1. line 11, “510(b)(2)” is corrected to read 
“510(b)(3)”. 

On page 15033. Section 779.15, column 

2, paragraph 6. line 4, “1973” is corrected 
to read “1473”. 

On page 15033, Section 779.15, column 
2. paragraph 10, line 5, “Econology” is 
corrected to read “Ecology”. 

On page 15033, Section 779.15, column 
1. paragraph 1, line 11, “510(b)(2)” is 
corrected to read “510(b)(3)”. 

On page 15035, Section 779.16, column 

1, paragraph 6, line 8, “and mine” is 
corrected to read “and acid mine”. 

On page 15036, Section 779.19, column 

2, paragraph 4, line 4, "area;” is 
corrected to read “area and the 
reference area;”. 

On page 15036, Section 779.19, column 
2, paragraph 9, line 2, “prunes” is 
corrected to read “prunus”. 
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On page 15036, Section 779.19. column 

2, paragraph 10, lines 2-4, “barrow 
intensive site, 1970, in Biome 
Symposium, U.S. Tundra Biome” is 
corrected to read “Barrow intensive site, 
1970, in Bown, S., editor, U.S. tundra 
biome symposium”. 

On page 15036, Section 779.19, column 

3, paragraph 1, lines 1-3, “Benton, A.H. 
and Werner, W.E., 1965, Manual of field 
biology and ecology, 4th Edition” is 
corrected to read “Benton. A.H., and 
Werner, W.E., Jr., 1972, Manual of field 
biology and ecology, 5th Edition”. 

On page 15036, Section 779.19, column 
3. paragraph 2. line 3, Rev. 43 “481-530” 
is corrected to read Rev: 43 “481-529.” 

On page 15036, Section 779.19, column 
3, paragraph 3, line 1, “forest” is 
corrected to read “forests”. 

On page 15036, Section 779.19, column 
3, paragraph 5, line 2, “Wetland” is 
corrected to read “Wetlands”. 

On page 15036, Section 779.19, column 
3, paragraph 11, line 4, “Journal 24” is 
corrected to read “Journal Vol. 24”. 

On page 15036, Section 779.19, column 
3. paragraph 13, line 6, “Bulletin 55” is 
corrected to read “Bulletin 85”. 

On page 15036, Section 779.19, column 
3, paragraph 15, line 1, “1967” is 
corrected to read “1967.“. 

On page 15036, Section 779.19, column 
3, paragraph 18, line 4, “Bethesda” is 
corrected to read “Bethesda, Md”. 

On page 15036, Section 779.19, column 
3, paragraph 19, line 1, “1978” is 
corrected to read “1977”. 

On page 15036, Section 779.19, column 

3. paragraph 20, line 3, “Research 4:289- 
306” is corrected to read “Research, Vol. 

4. no. 4, pp. 291-305”. 

On page 15037, Section 779.19, column 

1. lines 1 and 2, “trend in Wisconsin, 
Ecol. Monogr. 43:(1), pp. 77-94” is 
corrected to read “trends in Wisconsin. 
Ecol.”. 

On page 15037, Section 779.19 column 
1, paragraph 2, line 5, “p. 375” is 
corrected to read “p. 116”. 

On page 15040, Section 779.22 column 
3, paragraph 1, line 4, “510(b)(2) and 
(10)” is corrected to read “510(b) and 
515(b)(2) and (10)”. 

On page 15040, Section 779.22, column 
3, paragraph 2, line 1, “Criteria in” is 
corrected to read “criteria for”. 

On page 15040, Section 779.22, column 
3, paragraph 7. line 5, “Wallace McHarg 
Roberts” is corrected to read “Wallace, 
McHarg, Roberts,”. 

On page 15040, Section 779.22. column 
3. paragraph 10. “Section 779.22” is 
corrected to read “Section 779.22(a)”. 

On page 15041, Section 779.22, column 
3. paragraph 2, last line, “779.22(b)(5)” is 
corrected to read “779.22(b)(4)”. 


On page 15045, Section 779.27, column 
3, paragraph 1, line 12, “strigent” is 
corrected to read “stringent”. 

On page 15046, Section 779.27, column 
2, lines 13 and 14, “regulatory authority 
program” is corrected to read 
“regulatory program”. 

On page 15046, Section 779.27, column 
2, paragraph 1, line 6, “41 718” is 
corrected to read “41718”, 

On page 15046, Section 779.27, column 

2, paragraph 3, line 11, “rejected” is 
corrected to read “deleted”. 

On page 15046, Section 779.27, column 

3, paragraph 2. lines 4 and 5, “condition 
[too] can also be [matter) of substantial” 
is corrected to read “condition can also 
be a matter of substantial”. 

On page 15047, Section 779.27, column 
1, line 6, “extend” is corrected to read 
“extent”. 

On page 15047, Section 779.27, column 
1, line 20, “is used in marketable use” is 
corrected to read “is in marketable use”. 

PART 780—SURFACE MINING PERMIT 
APPLICATION—MINIMUM 
REQUIREMENTS FOR RECLAMATION 
AND OPERATION PLAN 

On page 15047, Past 780, title, line 2, 
“APPLICATION” is corrected to read 
“APPLICATIONS”. 

On page 15050, Section 780.15, column 

1, paragraph 2, line 10, (c)” is 

corrected to read “; or (c)”. 

On page 15053, Section 780.16, column 
I* paragraph 3, line 8, “Monitoring” is 
corrected to read, “Monitoring” (Morre, 
R., and Mills. T. 1977)”. 

On page 15056, Section 780.18, column 
1* paragraph 3, line 9, “soil” is corrected 
to read “spoil”. 

On page 15058, Section 780.25, column 
3. paragraph 4, line 16, “(USSCS. 1967a, 
p. 5-2.)” is corrected to read “(USSCS, 
1976(a), p. 5-2)”. 

On page 15059, Section 780.25, column 

2, paragraph 3. lines 6 and 7, “(Ifft, T.R., 
1979s, p.l, and pp. 266 and 312 of 
attachment;” is corrected to read “Ifft, 
T.H., 1979s”. 

On page 15059, Section 780.25, column 

3, paragraph 1, line 5, “(b)” is corrected 
to read “(d)”; and paragraph 2, line 11, 
“(iii)” is corrected to read “(iv)”. 

On page 15060, Section 780.27, column 
3. paragraph 1, line 18, “were” is 
corrected to read “was”. 

PART 782—UNDERGROUND MINING 
PERMIT APPLICATIONS—MINIMUM 
REQUIREMENTS FOR LEGAL, 
FINANCIAL, COMPLIANCE, AND 
RELATED INFORMATION 

On page 15063, Part 782, column 3, 
lines 8 and 9, “and” is corrected to read 
“Azd”. 


PART 783—UNDERGROUND MINING 
PERMIT APPLICATIONS—MINIMUM 
REQUIREMENTS FOR INFORMATION 
ON ENVIRONMENTAL RESOURCES 

On page 15064, Part 783, title, line 2, 
“APPLICATION” is corrected to read 
“APPLICATIONS”. 

On page 15067, Section 783.14, column 

1, paragraph 1, line 18, “Horslev, 1949,” 
is corrected to read “Hvorsleve”, M.J., 
1949”. 

On page 15067, Section 783.17, column 

2, paragraph 2, line 15. “Inst.” is 
corrected to read “1st”. 

On page 15067, Section 783.17, column 
2. paragraph 3, last line, “(d)” is 
corrected to read “(b) and (d)”. 

On page 15068, Section 783.21, column 
2, paragraph 3, line 16. “operation” is 
corrected to read “operations”. 

On page 15070, Section 783.25, column 

1. paragraph 1, line 7, “subsections” is 
corrected to read “subsections”, 

PART 784—UNDERGROUND MINING 
PERMIT APPLICATIONS—MINIMUM 
REQUIREMENTS FOR RECLAMATION 
AND OPERATION PLAN 

On page 15071, Section 784.13, column 

2. paragraph 1, line 16, “subSection” is 
corrected to read “subsection”. 

On page 15072, Section 784.13, column 

1, paragraph 3, lines 3 and 7, “cross- 

Sections” is corrected to read “cross 
sections”. \ 

On page 15072, Section 784.14, column 

3. paragraph 3, line 2, “median” is 
corrected to read “medium”. 

On page 15074, Section 784.18, column 

2. paragraph 2, line 4, “780.13” is 
corrected to read ”780.33”. 

On page 15075, Section 784.20, column 
2, paragraph 3. line 19. “GA1 
Consultants. 1977" is corrected to read 
“U.S. Bureau of Mines. 1977”. 

On page 15075, Section 784.20, column 
2. paragraph 3, line 21, “subsidence 
ground” is corrected to read 
“subsidence and ground”. 

On page 15075, column 2. paragraph 3, 
lines 28 and 29, “1975. Vol. 1, p. 22, Vol. 

2, p. 2,1973)”. is corrected to read 
“Handbook, p. 102,1975; Brauner, G., 
Vol. 1. p. 22. Vol. 1. p. 22, Vol. 2. p. 2, 
sections a-b 1973).”. 

On Page 15075, Section 784.20, column 

2. paragraph 3. lines 29 and 30. “Vol. 2, 
p. 2,1973,” is corrected to read 
“National Coal Board, Principles of 
Subsidence Engineering, 1963. p. 2.” 

On page 15075, Section 784.20, column 

3, paragraph 3, line 8, “Brauner, 1970, p. 
33)” is corrected to read “Brauner, G., 
1973, p. 33,1. Subsidence due to 
Underground Mining, 2. Ground 
Movements and Mining Damage)”. 
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On page 15075. Section 784.20, column 
3. paragraph 3. line 12, “USBM #10" is 
corrected to read “USBM". 

On page 15076, Section 784.20, column 

1. paragraph 1, line 9. “Doyle 1976, p. 
312" is corrected to read “Doyle, W. S., 
1976. Deep Coal Mining—Waste 
Disposal Technology, p. 392." 

On page 15076, Section 784.20, column 

2, paragraph 2, line 2, “by a USBM" is 
corrected to read “by USBM". 

On page 15077. Section 784.23, column 

2. paragraph 1, lines 10 and 14, “cross 
Sections" is corrected to read “cross 
sections". 

On page 15079. Section 784.25, column 
1, line 2, “Condub," is corrected to read, 
“Candeub.". 

On page 15079, Section 784.25, column 

1, lines 6 and 7, “Michael Baker, 1973" is 
corrected to read “Appalachian 
Regional Commission, 1973". 

On page 15079, Section 784.28, column 

3. line 4, “Aerovironment, Inc." is 
corrected to read “USGS, 1977a,". 

PART 785—REQUIREMENTS FOR 
PERMITS FOR SPECIAL CATEGORIES 
OF MINING 

On page 15082, Section 785.14, column 

2, paragraph 1, line 8. “amendment of 
permit terms." is corrected to read 
“review of permits.". 

On page 15085, Section 785.17, column 
2, paragraph 1, lines 22 and 23, “Bunrud" 
is corrected to read “Dunrud". 

On page 15086, Section 785.17, column 
2, line 10, “p. 150.)" is corrected to read 
“p. 150)". 

On page 15086, Section 785.17, column 
2, paragraph 1, line 2, “Paragraphs" is 
corrected to read “Paragraph". 

On page 15086, Section 785.17, column 

1, paragraph 2, lines 11 and 12. 
“McCormack, 1967, p. 28, Table 3" is 
corrected to read “McCormack, D. E.. 
1976, Soil Reconstruction: Selecting 
Materials for Placement in Mine 
Reclamation, Mining Congress Journal, 
Vol. 62, No. 9, p. 28. Table 3". 

On page 15086, Section 785.17, column 

2, line 10, “subSection" is corrected to 
read “subsection". 

On page 15086, Section 785.17, column 

3, paragraph 4, line 5, “agriculture" is 
corrected to read "agricultural." 

On page 15088, Section 785.19, column 
2, paragraph 3. line 5, "as an alluvial" is 
corrected to read “as alluvial". 

On page 15091, Section 785.19, column 

1, paragraph 1, lines 2-12, “SubSections" 
is corrected to read “Subsections"; 
column 3, paragraph 1, line 10, "to the 
Subparagraph" is corrected to read “to 
subparagraph". 

On page 15093, Section 785.19 column 

2, paragraph 3. lines 11-13, “Journal of 
the Irrigation and Drainage Division of 


ASCE (1977)" is corrected to read “Maas 
E.V. and Hoffman G.J. 1977 Crop Salt 
Tolerance—Current Assessment. ASCE 
Journal of the Irrigation and Drainage 
Division". 

On page 15093, Section 785.19, column 
3, last line. “SubSection" is corrected to 
read “Subsection". 

On page 15094, Section 785.19, column 

1, paragraph 3, line 12, “Mr. Meeds. That 
is correct. 123 Cong. Rec." is corrected to 
read “Mr. Meeds. That is correct.", and 
line 13. “H. 3814 (Apr. 29,1973)." is 
corrected to read “123 Cong. Rec. H. 

3814 (April 29,1973)". 

PART 786—REVIEW, PUBLIC 
PARTICIPATION AND APPROVAL OR 
DISAPPROVAL OF PERMIT 
APPLICATIONS AND PERMIT TERMS 
AND CONDITIONS 

On page 15101, Section 786.19, column 

3. paragraph 1, line 10, “816.133817.133" 
is corrected to read “186.133 and 
817.133". 

On page 15104, Section 786.29, column 

2, paragraph 2, lines 24 and 30, “when 
alternative methods of" is corrected to 
read "by the applicant with alternative 
methods approved by the regulatory 
authority for". 

PART 805—AMOUNT AND DURATION 
OF PERFORMANCE BOND 

On page 15112, Section 805.11, column 

1, paragraph 1, lines 5-7," 
“appearirements or the need to bring 
additional personnel or equipment to the 
permit area." is corrected to read 
“appear in Section 509(a) of the Act. The 
comments were not accepted because 
this specific data is incorporated in the 
applicant’s reclamation plan and 
detailed estimate. Adding the factors 
would not clarify or give additional data 
to the regulatory authority.". 

PART 806—FORM, CONDITIONS AND 
TERMS OF BONDS AND LIABILITY 
INSURANCE 

On page 15114, Section 806.11, column 

2, paragraph 1, line 39, “or" is corrected 
to read “on". 

On page 15115, Section 806.11, column 
2, paragraph 1. line 8, “806.119(b)(2)" is 
corrected to read "806.11(b)(2)". 

On page 15117, Section 806.11, column 
1, paragraph 3, line 4, “806.11(b)(c)(i)(D)" 
i$ corrected to read “806.11 (b)(6)(i)(D)" # 
and line 5, "execution" is corrected to 
read “and execution". 

PART 815—PERMANENT PROGRAM 
PERFORMANCE STANDARDS COAL 
EXPLORATION 

On page 15127, Section 615.11, 
paragraph 2, lines 30-33, “tory authority. 


By comparison, in most instances, aerial 
exploration alone will not cause the 
kind of disturbance requiring 
notification." is corrected to read “tory 
authority.". 

On page 15130, Section 815.15, column 
1, paragraph 2, lines 21 and 22, “in the 
previous paragraph" is corrected to read 
“previously", and column 3, lines 30-32, 
“is one use of the data OSM had 
suggested as a basis for the proposed 
requirement" has been corrected to read 
“purpose the commenter erroneously 
attributed to OSM". 

On page 15132, Section 815.15, column 
1, paragraph 2, line 18, “qualified that" is 
corrected to read “qualified as being 
that". 

On page 15133, Section 815.15, column 

1, lines 21 and 22, “coal, removing the 
stream" is corrected to read “coal 
stream", and column 3, paragraph 1, line 
19. “road" is corrected to read “roads". 

On page 15134, Section 815.15, column 
3, paragraph 3, line 14, “than" is 
corrected to read “that". 

On page 15135, Section 815.15, column 

2, paragraph 1, line 8, “these" is 
corrected to read “These". 

On page 15136, Section 815.15, column 
2, paragraph 2, line 13, “816.42 (k)“ is 
corrected to read “815.12(k)“, and 
column 3, paragraph 2, lines 14. and 15 
"the organization since the proposed" is 
corrected to read “the proposed". 

PART 816—PERMANENT PROGRAM 
PERFORMANCE STANDARDS— 
SURFACE MINING ACTIVITIES 

On page 15137, Section 816.11, column 
2, paragraph 5, line 2, “Rules and 
Regulations promulgated under the 
Open Mining Reclamation Act of 1973" 
is corrected to read “1976. Rules and 
regulations of the Land Reclamation 
Board". 

On page 15137, Section 816.11, column 
2, paragraph 6, line 1, “Maryland 
Department of Natural Resources, 
Geological Survey—Bureau of Mines, 
Bituminous Coal Strip Mine and Auger 
Mine Regulations of 1973, 08.06.01(.03)." 
is corrected to read “Maryland 
Geological Survey, Bureau of Mines, 
1973. Monuments (08.06.01.03) of 
Regulations governing reclamation of 
Bituminous coal strip mines (08.06.01), in 
Bituminous coal strip mine and auger 
mine regulations. Maryland Department 
of Natural Resources Rules and 
Regulations pp. 23 and 24". 

On page 15137, Section 816.11. column 
2, paragraph 9, line 1, “Tennessee State 
Department of Conservation, Division of 
Surface Mining, Rules and Regulations, 
Chapter 0400-3.0-205,1975" is corrected 
to read ‘Tennessee Department of 
Conservation 1975. Permit marker 0400- 
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3-2-.05 in chapter of Requirements for 
surface mining permits. Tennessee 
Department of Conservation Division of 
Surface Mining Rules and Regulations”. 

On page 15137, Section 816.11, column 
2, paragraph 12, line 1, “Wyoming State 
Department of Environmental Quality, 
Land Quality Division, Land quality 
rules and regulations, 1975 (as 
amended)” is corrected to read 
“Wyoming Department of 
Environmental Quality, 1975. Land 
quality rules and regulations (as 
amended on September 1,1978). Land 
Quality Division”. 

On page 15138, Section 816.21-816.25, 
column 3, paragraph 5, line 1, “Baker, 
James B. and Broodfoot, W.M. 1977. Site 
Evaluation For Light Important Southern 
Hardwoods, U.S.D.A., Forest Service 
General Technical Report 0-14” is 
corrected to read “Baker, J. B., and 
Broadfoot, W. M., 1977. A Practical Field 
Method of Site Evaluation for Eight 
Important Southern Hardwoods, U.S. 
Forest Service General Technical Report 
SO-14”. 

On page 15138, Section 816.21-816.25, 
column 3, paragraph 6, line 1, “Carman” 
is corrected to read “Carmaen”. 

On page 15138, Section 816.21-816.25, 
column 3, paragraph 7, line 1, “Colorado, 
Rules and Regulations of the Land 
Reclamation Board, 1976 pp. 1-25." is 
corrected to read “Colorado State Land 
Reclamation Board, 1976. Rules and 
Regulations of the Land Reclamation 
Board, 25 pp.“ 

On page 15138, Section 816.21-816.25, 
column 3, paragraph 8, line 1, “Lull, 

W.H., 1959. U.S.D.A., Forest Service, 
Misc. Pub. No. 786” is corrected to read 
“Lull, H.W., 1959. Soil Compaction on 
Forest and Range Lands. U.S. Forest 
Service Miscellaneous Publication No. 
768. 33 pp.” 

On page 15138, Section 816.21-816.25, 
column 3. paragraph 10, line 1, 
“McCormack, E. 1974, Research and 
Applied Technology Symposium, 2nd, 
Oct. 22-24, Louisville, Ky. pp. 150-162” 
is corrected to read “McCormack, D.E., 
1974. Soil reconstruction: for the best 
soil after mining, in Second research and 
applied technology symposium on 
minedland reclamation, at Coal and the 
Environmental Technical Conference, 
October 22-24,1974, Louisville, Ky., 
National Coal Association, Washington, 
D.C. pp. 150-162.” 

On page 15140, Section 816.22, column 
2, paragraph 1, line 8, “regulations” is 
corrected to read “regulation”. 

On page 15140, Section 816.22, column 

2, paragraph 2, line 17. “act” is corrected 
to read “Act”. 

On page 15140, Section 818.22, column 

3, paragraph 2, line 9, “concures” is 
corrected to read “concurs”. 


On page 15141, Section 818.22, column 

1, paragraph 2, line 2. “(e) (4).” is 
corrected to read “(e)(4) of the proposed 
regulations.”, and line 12, “(e)(4)” is 
corrected to read "(e)(2) of these rules”. 

On page 15141, Section 816.23, column 

2, paragraph 4, lines 10 and 11, 
“distributed” is corrected to read 
“disturbed”. 

On page 15142, Section 816.41-818.57, 
column 3, paragraph 2. line 4, “22-66” is 
corrected to read “22-28”. 

On page 15142, Section 816.41-816.57, 
column 3, paragraph 6, line 1. “Bhutani, 
J., et al. 1975, “ Impact of Hydrologic 
Modifications on Water Quality .” 

EPA—600/2-75-007 office of Research 
and Development, U.S. Environmental 
Protection Agency, Washington, D.C. 
20460. 530 pp. (Sec. 816.42(a))” is 
corrected to read “Bhutani, J„ et al. 1975. 
Impact of hydrologic modifications on 
water quality. (Prepared by Mitre Corp., 
McLean. Va.) U.S. Environmental 
Protection Agency Report EPA-600/2- 
75-007. (Available from U.S. Department 
of Commerce, NTIS PB-248 523. 530 pp.) 

On page 15142, Section 816.41-816.57, 
column 3, paragraph 9, line 3. 
“Proceedings—Planning” is corrected to 
read “Proceeding, Planning”. 

On page 15143, 816.41-816.57, column 
1, paragraph 2, line 2, ‘Transactions 
American Geophysical Union” is 
corrected to read “American 
Geophysical Union Transactions”. 

On page 15143, Section 816.41-816.57, 
column 1, paragraph 4, lines 3 and 4, 
“Engineers, Transactions, Paper” is 
corrected to read “Engineers 
Transactions Paper”. 

On page 15143, Section 816.41-816.57, 
column 2, paragraph 6. lines 4 and 5, 
“Davis, grant” is corrected to read 
“Davis. Grant”. 

On page 15144, Section 816.41-57, 
column 1, paragraph 11, line 1, “Ryder, 
P.B.” is corrected to read “Ryder, P.D.”. 

On page 15144, Section 816.41-57, 
column 2, paragraph 1, line 1, “Barfield 
B.T.” is corrected to read "Barfield, B.J.”. 

On page 15145, Section 816.41-57, 
column 2, paragraph 4, line 2, 
"Wastewater Engineering, Collection” is 
corrected to read, “Wastewater 
Engineering: Collection”. 

On page 15148, Section 818.41-816.57. 
column 2, paragraph 7, line 4, “Davis, G. 
Eds.” is corrected to read “Davis. Grant, 
editors”. 

On page 15149, Section 816.42, column 

3, paragraph 3, line 1, “816.42(a)(b)“ is 
corrected to read “816.42(a)(6)”. 

On page 15150, Section 816.42, column 
1, paragraph 2, line 19, “1978.” is 
corrected to read “1978).“, and line 41, 
“implied)” is corrected to read 
“implied”. 


On page 15152, Section 816.42, column 
1, last paragraph line 2, “Ch. 206,” is 
corrected to read “Ch. 20-6,”. 

On page 15152, Section 816.42, column 
1, paragraph 1, line 22, “Wyoming 2 is 
corrected to read “Wyoming. 2 In 
addition, similar effluent limitation 
requirements for al phases of mining 
were directly imposed upon the industry 
under several State's laws as noted 
below, prior to and at the time of 
passage of the Act:” 

On page 15152, Section 816.42. column 
1, footnote 2, the following sentence is 
deleted “In addition, similar effluent 
limitations requirements for all phases 
of mining were directly imposed upon 
the industry under several States laws 
as noted below prior to and at the time 
of passage of the Act:”. 

On page 15153, Section 816.42, column 
1, line 6, “lead” is corrected to read 
Ted”; column 2, paragraph 1, line 15, 
“tice” is corrected to read “tive”; and 
column 3, paragraph 2, line 3, 
“production coal”, is corrected to read 
“production, coal”, line 4, “involved” is 
corrected to read “involve”, and line 20. 
“over large areas down from” is 
corrected to read “downward from 
large”. 

On page 15154, Section 818.42, column 
1, paragraph 3, line 14 “applies” is 
corrected to read “apply"; and column 2, 
paragraph 2, lines 18-23, “coal mines. 
These data indicate that many of these 
mines have been able to discharge 
pollutants (specifically total suspended 
solids). In lower concentrations than 
Eastern coal mines.” is corrected to read 
“coal mines.” 

On page 15154, Section 816.42, column 
3, paragraph 2, line 11, “McWhorthes” is 
corrected to read “McWorter”. 

On page 15155, Section 816.42, column 
3, paragraph 2, line 12, “limitation 
consitute” is corrected to read 
“limitations constitute”, column 3, 
paragraph 4, line 12, “8.16.42(a)(7)” is 
corrected to read “816.42(a)(7)”. 

On page 15156, Section 816.42, column 

1, line 4, “hydrozides” is corrected to 
read “hydroxides”. 

On page 15156, Section 816.43, column 

2, paragraph 3, lines 1 and 2, “U.S. 
Department of Interior, 1960” is 
corrected to read “U.S. Bureau of 
Reclamation. 1973.” 

On page 15156, Section 816.43, column 

3, paragraph 4, line 5. “stated the” is 
corrected to read “stated in the”. 

On page 15157, Section 816.44, column 
2, paragraph 5, line 1, “established” is 
corrected to read “establishes”; and 
column 3. line 14, “discussing” is 
corrected to read “discussion.”. 

On page 15158, Section 816.44, column 
2, line 2, “(1974,” is corrected to read 
“(1964,” 
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On page 15161, Section 816.46. column 

1. paragraph 3. line 18. “5" is corrected 
to read “51". 

On page 15165, Section 816.46(g). 
column 2. line 22. “SCS, Pond 278-313 
(1977)“ is corrected to read “U.S. Soil 
Conservation Service, Pond Section 378, 
8 pp. (1977s)". 

On page 15166. Section 816.46(j). 
column 1. paragraph 1, line 11. “SCS 
(No.) Pond 378-2 (1977)“ is corrected to 
read “U.S. Soil Conservation Service, 
Pond Practice Standard 378.“. 

On page 15166. Section 816.46(k), 
column 1, paragraph 3, lines 11 and 12. 
“SCS (No.) Pond 378-2 (1977)“ is 
corrected to read “U.S. Soil 
Conservation Service. Pond Section 378- 

2. (1977s).“ 

On page 15166, Section 816.46(k), 
column 1. paragraph 4. line 19, 
“Reclamation at 202 (1960)“ is corrected 
to read “Reclamation. (1973, p. 202)“. 

On page 15168, Section 816.47, column 

1. line 14. “Hyne“ is corrected to read 
“Hynes”. 

On page 15168, Section 816.48, column 

2. paragraph 1. lines 10 and 11 “(Kinney, 
1964; Warner. 1973; Turner, 1958; 
Striffler, 1973)" is corrected to read 
“(Kinney. 1964. p. 27; Striffler, 1973, pp. 
175-190; Turner. 1958. pp. 192-193; 
Warner. 1973. pp 227-236)“. 

On page 15169. Section 816.49, column 
2. line 25, “PL 5o4" is corrected to read 
“PL 78-534“. 

On page 15169. Section 816.49. column 

2, paragraph 1. line 19. “programs. SCS“ 
is corrected to read “programs (Johnson, 
1978). SCS" 

On page 15169. Section 816.49, column 

3, paragraph 1. line 12, “;W. Va.“ is 
corrected to read “ See also W. Va.“. 

On page 15169 Section 816.49. column 
3, paragraph 2. line 9. “;W. Va.“ is 
corrected to read “See also W. Va.“. 

On page 15169 Section 816.49, column 
3, paragraph 3. line 12. “;W Va.“ is 
corrected to read “ See also W. Va.“; 
and line 13. “date). See also 
Comptroller" is corrected to read “date) 
and Comptroller" 

On page 15179 Sections 816.81-816.68, 
column 2. paragraph 2, line 1, “Ash. 

R.L.“ is corrected to read “Pfleider, 

E.P.". 

On page 15179. Sections 816.61-816.68, 
column 2. paragraph 2 line 1, “Ash, R.L." 
is corrected to read “Pfleider, E.P.“. 

On page 15179. Sections 816.61-818.68. 
column 2. paragraph 6, line 1, “5. 
Committee" is corrected to read “5. 
National Academy of Sciences. 
Committee". 

On page 15179. Section 816.61-816.68, 
column 2, paragraph 7, lines 2 and 3, 
“Geotysikalni Shornik" is corrected to 
read “Geophysical Institute Report". 


On page 15179, Section 816.61-816.68. 
column 2. paragraph 8, “Agency No. 
1BB040" is corrected to read “Agency 
Publication EPA-67012-74093". 

On page 15179, Section 816.61-816.68, 
column 3, paragraph 10. lines 1 and 3. 
“Bureau of Mines Special Study 
Submitted to OSM, 5 pp." is corrected to 
read “Memorandun from Geophysicist. 
U.S. Bureau of Mines". 

On page 15179. Section 816.61-816.68. 
column 3, paragraph 12. lines 1 and 2, 
“University of Maryland, An 
Investigation into Delay Blasting 1975“ 
is corrected to read "Winkler, S.R. 

1978". 

On page 15179, Section 816.61-816.68. 
column 3. paragraph 13. line 1, “W. J. 
Devine" is corrected to read “W. # J., 
and Devine, J. 1968,“. 

On page 15179. Section 818.61-816.68. 
column 2. paragraph 12. lines 5 and 6. 
“strip mines and auger regulations" is 
corrected to read “strip mine and auger 
mine regulations,". 

On page 15179. Section 816.61-816.61, 
column 3, paragraph 14, “Grubb and 
Ryder. 1972“ is corrected to read 
“Grubb. H.F.. and Ryder, P.D.. 1972. 
Effects of Coal Mining on the Water 
Resources of the Tradewater River 
Basin. Kentucky. U.S. Geological Survey 
Water Supply Paper 1940, 83 pp." 

On page 15179, Section 816.61-816.68, 
column 3, paragraph 15. line 1, “USGS, 
1974(a). vol. 1." is corrected to read 
“U.S. Geological Survey, 1974, Proposed 
Plan of Mining and Reclamation, Big Sky 
Mine, Peabody Coal Company. Coal 
Lease M-15965, Colstrip. Montana, U.S. 
Geological Survey Final Environmental 
Statement FEES 74-12. vol. 1. 438 pp." 

On page 15180, Section 816.61-816.68. 
column 3, paragraph 2, line 4. “exist" is 
corrected to read "exists". 

On page 15182, Section 816.61, column 
1, paragraph 1. line 1. line 8. “personnel" 
is corrected to read “personal". 

On page 15182. Section 816.61, column 
1, paragraph 2, line 10. “is is" is 
corrected to read “it is". 

On page 15183. Section 816.62, column 
3, paragraph 2. line 7, “alternative 2“ is 
corrected to read “alternatives 1 and 2”, 
and paragraph 8. lines 1 and 2. “did not 
adopt” is corrected to read “adopted”. 

On page 15184, Section 816.62, column 

1, paragraph 3. line 6, “where 
restrictions” is corrected to read “where 
blasting is proposed to be conducted 
within the distance restriction". 

On page 15186, Section 816.64, column 

2. paragraph 2, line 1, “limited” is 
corrected to read “limiting”. 

On page 15186, Section 816.65, column 
2. paragraph 4, title. “Section 816.65(a)” 
is corrected to read “1. Section ♦ 
816.65(a)." 


On page 15187. Section 816.65, column 
2, paragraph 2, title. “(Ill) Section 
816.65(b).” is corrected to read “11. 
Section 816.65(b).". 

On page 15187. Section 816.65. column 

2, paragraph 4. line 1, “MSHA’s is 
second" is corrected to read “MSHA’s 
second". 

On page 15188, Section 816.65. column 
1, paragraph 1, line 2, "menter’s 
objection, that Ihe" is corrected to read 
“menter objected to the"; and lines 3 
and 4, "establish, was rejected" is 
corrected to read "establish. This would 
imply that if no schedule existed, no 
emergency provision would be 
necessary. This comment was rejected". 

On page 15188. Section 816.65, column 

3. paragraph 3, lines 9 and 10. 

“variable," is corrected to read “varible 
interpretations.". 

On page 15193, Section 816.65, column 
1, line 15, heading. “Sections” is 
corrected to read “Section”. 

On page 15193, Section 816.65, column 
1, paragraph 1. line 33, “alternative" is 
corrected to read “alternatives”. 

On page 15193. Section 816.65, column 
3, footnote 6. line 5. “62.4x0=7r(.5) 5 “ is 
corrected 2 to read “62.4X7r(.5)“ 2 . 

On page 15194, Section 816.65. column 

1, paragraph 1, line 4, “the" is corrected 
to read “that”; and line 13. heading 
Section 816(g) (816.65(h) (in proposed 
rule)." is corrected to read “Section 
816.65(g) (816.65(h) in proposed rule." 

On page 15195. Section 816.65, column 

2, paragraph 4, line 5. “pp. 83," is 
corrected to read “pp. 83-". 

On page 15197. Section 816.65. column 

3, paragraph 3, line 11. "Moreover, the" 
is corrected to read "Moreover, to the". 

On page 15197, Section 816.65, column 
1, paragraph 4, line 10. “because the” is 
corrected to read “because”. 

On page 15197, Section 816.65. column 
1, paragraph 1. lines 14-22 and footnote 
9, “cent. 9 

60=1.000/VW 

V'W =1,000/60 50 = 1.000/VW 

\/W = 16,667 V = 1.000/50 

VW = 278 ib/delay VW=20 
VW = 400 lb/delay 
278/400 = 70% 

If an operator is currently blasting at 
or near two-inches-per-second, he 

9 Calculated by comparing the two scaled 
distance equations: SD = distance/Charge 
weight. 

Example: Calculation comparing scaled 
distance of 50 to 60 using an absolute 
distance of 1.000 feet.“ 
is corrected to read: “cent. 9 

If an operator is currently blasting at 
or near two inches per second, he or she 


9 Calculated by comparing the two scaled 
distance equations: SD = distance/charge 
weight. 
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Example: Calculation comparing scaled 
distance of 50 to 60 using an absolute 
distance of 1.000 feet. 

60 = 1,000/W 50 = 1,000/W 

W =1.000/60 W=1.000/50 

W=278 Ib/delay W = 20 

278/400—70% \V=400 !b/delay M 

On page 15198, Section 816.65, column 
1, line 5, "17" is corrected to read "71". 

On page 15200, Section 816.65, column 
1, paragraph 3, line 12, "emloying" is 
corrected to read "employing’*. 

On page 15201, Section 816.65, column 
1, line 30. "limits" is corrected to read 
"limit". 

On page 15202, Sections 818.71-816.74. 
column 3. paragraph 10, lines 1-6, 
"Presentation at Public Hearings 
October 26,1978, and submitted as 
written comments on the letterhead of 
Casagrande Consultants, October 27, 
1978, 3 pp. with 4 page attachment" is 
corrected to read "Statement presented 
at the hearing on proposed regulatory 
program for the Office of Surface Mining 
in Washington, D.C., on October 27, by 
Casagrande Consultants for the 
Consolidation Coal Co. 3 pp. and 
attachment." 

On page 15203, Sections 816.71-816.74. 
column 1, paragraph 7, lines 2-5, 
"Development of classification Index for 
Clay Shales TRS-71-G, pp. 95. Report 1 
Waterways Experiment Station, U.S. 
Army Corps of Engineers" is corrected 
to read "engineering Properties of Clay 
Shales; Report 1, Development of 
Classification Indexes for Clay Shales. 
(Conducted by U.S. Army Engineer 
Waterways Experiment Station, 
Technical Report S-71-6. 89 pp". 

On page 15203, Sections 816.71-816.74, 
column 1, paragraph 13, "Robins. J.D., 
Hutchins, J.C. and Permeuter, D.A. 

1977. Environmental assessment of 
surface mining methods: Head-of-hollow 
file and mountaintop removal (interim 
report). Prepared by Skelly and Loy, 
Harrisburg, Pa.) U.S. Environmental 
Protection Agency Contract No. 68-03- 
2356 report." is inserted. 

On page 15203, Sections 816.71-816.74, 
column 2, line 7. "353" is corrected to 
read "343". 

On page 15203. Section 816.71, column 
3, paragraph 1. line 10, "H-7582" is 
corrected to read "H-7584". 

On page 15204, Section 816.71-816.74, 
column 1, lines 3 and 4, "Cedegren" is 
corrected to read "Cedergren". 

On page 15204, Section 816.71, column 
It “816.71" is corrected to read "816.72". 

On page 15204, Section 816.71, column 

1. paragraph 1, line 16. "Skelly and Loy, 
and others, 1978" is corrected to read 
"Loy, L.D. et al, 1978". 

On page 15204. Section 816.71, column 

1. paragraph 2, line 15. "Paker. 1965, Fig. 
1" is corrected to read "Packer, P.E. 


1976"; and line 16. “Meyerhoff" is 
corrected to read "Meyerhof. 

On page 15205, Section 816.71, column 
2, line 4, "Cedegren” is corrected to read 
'‘Cedergren". 

On page 15206, Section 816.73, column 

2, paragraph 1, line 20, "Green, 1978" is 
corrected to read "Greene. B.C., 1978sa". 

On page 15206, Section 816.73, column 

3, paragraph 4, line 6, "1974" is corrected 
to read "1975". 

On page 15207, Section 816.73, column 
1, lines 12 and 13 "Wahler, 1978, pp. 69- 
70, 78" is corrected to read "USEPA, 
1978sc pp. 69 and 70"; and line 15, "U.S. 
Department of the Navy" is corrected to 
read "U.S. Navy Bureau of Yards and 
Docks, 1971 (revised 1974)". 

On page 15207, Section 816.73, column 
1, paragraph 4. line 6, “Hinger. 1978, pp. 
7-22)" is corrected to read "Robins, 
Hutchins and Permeuter. 1977, pp. 7- 
22 )." 

On page 15207, Section 816.74. column 
3, line 10, "Young, 1978" is corrected to 
read "Young, S.G. 1979". 

On page 15208, Section 816.74, column 

1, paragraph 7, line 14, "Cumming and 
others" is corrected to read "Cummins, 

D. G. et al, 1965". 

On page 15208, Section 816.74, column 

2, paragraph 1, lines 15 and 16, "1978" is 
corrected to read ‘T978sc’\ 

On page 15209, Section 816.81, column 

3, last line, "Canadian Department" is 
corrected to read "Canada, 

Department". 

On page 15210, Section 816.81. column 
1, paragraph 6, line 9, "EPA. 1978 p. 73- 
79." is corrected to read "EPA 1978sc. p. 
73-79." 

On page 15210, Section 816.82, column 

1. paragraph 7, line 15. "Wood et al" is 
corrected to read "Wood, L.E. et al. 
1976". 

On page 15210, Section 818.83, column 

2. paragraph 6. line 16, "EPA 1976" is 
corrected to read "EPA 1976b". 

On page 15211, Section 816.85, column 

1. paragraph 2, line 21, "National Coal 
Board 1973" is corrected to read 
"National Coal Board, 1972". 

On page 15211, Section 816.83. column 
1, paragraph 3, line 22, “Perterson and 
Gachwind" is corrected to read 
"Peterson and Gschwind". 

On page 15213, Section 816.87, column 
1, paragraph 4, line 9. "Dixon, 1978 Part 
II pp 1-16" is corrected to read "Dixon, 

E. F. 1968. Part II pp. 1-16". 

On page 15213, Section 816.91, column 

3. paragraph 9, line 6, "697 pp." is 
corrected to read "696 pp.". 

On page 15214, Section 816.91, column 
1, paragraph 14. line 6. "24,1974,1974" is 
corrected to read "24,1974". 

On page 15214, Section 816.91. column 
3, paragraph 5. lines 2 and 3, "coal¬ 


mining" is corrected to read "coal¬ 
mine". 

On page 15215, Sections 816.91-816.93. 
column 1, paragraph 2, line 5, "p. 46" is 
corrected to read "46 pp.". 

On page 15216, Section 816.91, column 
1, paragraph 6, line 4. "22 pp." is 
corrected to read "222 pp.". 

On page 15216, Sections 816.91-816.93, 
column 1, paragraph 8, line 5, "pi 1207- 
1225" is corrected to read "pp. 1207- 
1225". 

On page 15216, Section 816.91, column 
1, paragraph 13, line 2, "Glevenger" is 
corrected to read "Clevenger". 

On page 15216, Section 816.91, column 

1, paragraph 14, lines 2 and 3, "materials 
without use topsoil" is corrected to read 
"material without use of topsoil". 

On page 15216, Sections 816.91-816.93. 
column 2. paragraph 1, line 5, "p. 15" is 
corrected to read "15 pp.". 

On page 15216, Section 818.91, column 

2, paragraph 6, lines 5 and 6, "SR-78" is 
corrected to read "SR-78". 

On page 15216, Section 816.91, column 
2, paragraph 10, lines 3 and 4, "1110-20- 
1603" is corrected to read "1110-2-1603". 
On page 15216, Section 816.91, column 

2. paragraph 12, lines 3 and 4. "Report of 
Congress" is corrected to read "Report 
to Congress". 

On page 15216, Section 816.91, column 

3, paragraph 2, line 1, "Navigation 
Waters" is corrected to read "Navigable 
Waters". 

On page 15217, Section 816.91, column 

1, paragraph 10. lines 1-3, "-. 1976a. 

Earth dams and reservoirs. U.S. Soil 
Conservation Service Technical Release 
No. 60.57 pp." is corrected to 
read "—.1976a. Earth 

embankments and foundations, Chapter 
5 in Earth dams and reservoirs. U.S. Soil 
Conservation Service Technical Release 
No. 60. pp. 5-1 to 5-5." 

On page 15217, Section 816.91, column 

1, paragraph 11, lines 1-4, "-.1977a. 

National Handbook of Conservation 
Practices. U.S. Department of 
Agriculture" is corrected to 

read "-.1977s. Classification of 

soil series of the United States. Soil 
Conservation Service. Part 1,171 pp.; 

Part 2,139 pp.". ‘ 

On page 15217, Section 816.91. column 

2, paragraph 4, line 3. "applies" is 
corrected to read "applied". 

On page 15217, Section 816.91, column 

3, paragraph 3. line 15. "ASCE, 1969" is 
corrected to read "ASCE, 1966". 

On page 15218, Section 818.92, column 
1, line 1, "Woods” is corrected to read 
"Wood". 

On page 15218, Section 816.93. column 
3, paragraph 3, line 10. "1976" is 
corrected to read "1969". 
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On page 15219, Section 816.93, column 
1, paragraph 2, line 18, “1974” is 
corrected to read “1973”. 

On page 15219, Section 816.93, column 
1, paragraph 3. line 8, “1974” is corrected 
to read ”1977”. 

On page 15220, Section 816.93, column 

1, paragraph 2, line 8, “1967b” is 
corrected to read “1976b”. 

On page 15220, Section 816.93, column 

2, paragraph 2. line 14, “216-1” is 
corrected to read “77.216-1”. 

On page 15221, Section 816.95, column 
2, paragraph 4, lines 5 and 6, “PEDCO 
Report at 65 (1978)” is corrected to read 
“Axetell. K. (1978).”; and lines 23 and 24, 
“PEDCO Report at 56 (1978)” is 
corrected to read “Axetell, K. (1978)”. 

On page 15222, Section 816.95, column 

1, paragraph 3, line 7, “PEDCO Report at 
76-64.1976” is corrected to read 
“USEPA 1976c”. 

On page 15222, Section 816.95, column 

2, paragraph 4, line 7, “Where We Agree 
At 207 (1977)“ is corrected to read 
“Murray, F.X., Editor 1978”. 

On page 15223, Section 816.97, column 

3, paragraph 3, line 2, “REA Bulletin 60- 
10” is corrected to read “U.S. Rural 
Electrification Administration (1972)”. 

On page 15223, Section 816.97, column 
3, paragraph 4, line 3, “Impact, 

Mitigation and Monitoring” is corrected 
to read “Impacts, Mitigation and 
Monitoring in the Rocky Mountains”. 

On page 15223, Section 816.97, column 
3, paragraph 5, line 1-3, “Methods of 
Assessment and Prediction of Universal 
Mining, Impacts on Aquatic 
Communities" is corrected to read 
“Methods for the Assessment of Mineral 
Mining Impacts on Aquatic 
Communities”. 

On page 15225, Sections 816.97, 
column 2, paragraph 20, line 12, “posing” 
is corrected to read “and thus pose”. 

On page 15228, Sections 816.101- 
816.105, column 2. paragraph 1, line 10, 
“Curtis and Superfesky, 1977” is 
corrected to read “Curtis, W. R. and 
Superfesky, M. J., 1978". 

On page 15229, Sections 816.101- 
816.105, column 3. paragraph 2, line 30, 
“Gaston, 1976,” is corrected to read ' 
“Gasper, 1976,”. 

On page 15231, Sections 816.111- 

816.117, column 3, paragraph 3, line 2, 
“plans” is corrected to read “plants”. 

On page 15231, Sections 816.111- 

816.117, column 3, last paragraph, line 1, 
“Arnger,” is corrected to read 
“Arminger”. 

On page 15232, Sections 816.111- 

816.117, column 1, paragraph 5, line 1, 
“Guidelines for reclamation of surface 
mined areas in Utah. 1972” is corrected 
to read “USSCS 1975d. Reclamation of 
Utah’s Surface Mined areas”. 


On page 15232, Sections 816.111- 

816.117, column 1, paragraph 11, line 1, 
“Iowa, State of' is corrected to read 
“Schaller. F. and Hertel, G. No date”. 

On page 15232, Sections 816.111- 

816.117, column 1, paragraph 12, line 1, 
“Kentucky Guidelines” is corrected to 
read “USSCS 1973bb Kentucky guide for 
classification, use, and vegetative 
treatment of surface mine spoil.” 

On page 15232, Sections 816.111- 

816.117, column 1. paragraph 17, line 1, 
“New York, Mined Land Reclamation 
Mine Operator Handbook, p. Ill 1-43.” is 
corrected to read “New York 
Department of Conservation Developing 
a Mined Land Use Plan, in Mine 
Operators Handbook, pp. Ill 1-43”. 

On page 15232, Sections 816.111- 

816.117, column 1, paragraph 18, line 2, 
“undated” is corrected to read “1964”. 

On page 15232, Sections 816.111- 

816.117, column 2, paragraph 1, line 1, 

“A Guide” is corrected to read “Davis. 
Grant, Chairman, 1965. A Guide”. 

On page 15232, Sections 816.111- 

816.117, column 2, paragraph 5, line 1, 
“Bos. 1.” is corrected to read “Bos, T.”. 

On page 15232, Sections 816.111- 

816.117, column 2, paragraph 8. line 1, 
“Use and requirements of lime” is 
corrected to read “Requirements and 
use of fertilizer, lime”. 

On page 15232, Sections 816.111- 

816.117, column 2, paragraph 9, line 4, 

“in R. S. Hutnik and Grant Davis (ed.).” 
is corrected to read “in Hutnik, R. J., and 
Davis, Grant, editors.”. 

On page 15232, Sections 816.111- 

816.117, column 2, paragraph 10, line 1, 
“Wahlquist, B. T. and others, 1975. 
Mined-land revegetation without 
supplemental irrigation in the arid 
southwest pp. 29, 31, 32.” is corrected to 
read “Wahlquist, B. T., Dressier, R. L. 
and Sowards, W. 1975. Mined-land 
revegetation without supplemental 
irrigation in the arid southwest in third 
symposium on surface mining and 
reclamation, at NCA/BCR Coal 
Conference and Expo II, October 21-23f. 
1975, Louisville, Ky. National Coal 
Association, Washington, D.C. Vol I. pp. 
29-39”. 

On page 15233, Section 816.111, 
Column 1, paragraph 3, line 12, “785.12” 
is corrected to read “785.17”. 

On page 15233, Section 816.112, 
column 3. paragraph 4, line 2, “made” is 
corrected to read “make”. 

On page 15234, Section 816.112, 
column 1, paragraph 2, line 10, 
“availability” is corrected to read 
“availability”. 

On page 15234, Section 816.113, 
column 2, paragraph 4, line 9, “pp.” is 
corrected to read “p.”. 

On page 15235, Section 816.114, 
column 1, line 5, “Plass (1978)" is 


corrected to read "(Plass, 1978, 
Reclamation of Coal Mined Land in 
Appalachia. Journal of Soil and Water 
Conservation. Vol. 33, No. 2, pp. 56- 
61.)”; and line 11. “Vogel (1974)” is 
corrected to read “(Vogel, 1974, 
Requirements and use of fertilizer, lime 
and mulch for vegetating acid mine 
spoils. USDA, Forest Service Report 
ARC-71-66-T4. pp. 260-281.)”. 

On page 15235, Section 816.114, 
column 2, paragraph 6, line 1, “5” is 
deleted. 

On page 15235, Section 816.114, 
column 3, paragraph 1, lines 5 and 6, 
“redistributed within 5 working days 
after completion of backfilling and 
regarding.” is corrected to read 
“redistributed”. 

On page 15235, Section 816.115, 
column 3, paragraph 3, line 6. “Aldon . 
and Springfield, 1977” is corrected to 
read “(Aldon, S.F., and Springfield H.W. 
1973. Revegetating coal spoils in New 
Mexico: U.S. Forest Service Research 
Note RM-245, pp) 4.)”. 

On page 15236, Section 816.115, 
column 1, paragraph 1, line 11, delete 
comma after “Since”. 

On page 15236, Section 816.115, 
column 3, paragraph 1, line 6, 
“authorities’” is corrected to read 
“authority’s”. 

On page 15236, Section 816.116, 
column 3, paragraph 2, line 9, “Kuchlers” 
is corrected to read “Kuchler’s”. 

On page 15236, Section 816.116, 
column 3, paragraph 3, line 1, “Technical 
guides published by United States 
Department of Agriculture (USDA) or 
United States Department of the 
Interior” is corrected to read “Technical 
guides such as National Handbook and 
Handbook for Making Resource 
Inventories published by the United 
States Department of Agriculture 
(USDA) or United States Department of 
the Interior”; and line 18, “delete comma 
after “specific”. 

On page 15237, Section 816.116, 
column 3. paragraph 2. line 14, 
“complete” is corrected to read 
“compete”. 

On page 15237, Section 816.116, 
column 3, paragraph 3, line 11, 
“achievements” is corrected to read 
“achievement”. 

On page 15238, Section 816.116, 
column 1, paragraph 1, line 5, “will” is 
corrected to read “well”; and lines 9-10 
“mimimum” is corrected to read 
“minimum”. 

On page 15238, Section 818.116, 
column 2. paragraph 4. line 12, "suggest” 
is corrected to read “suggested”. 

On page 15239, Section 816.116, 
column 1, paragraph 1, line 17, and 
paragraph 3, line 11, “office” is corrected 
to read “Office”. 
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On page 15242, Section 816.133, 
column 1, paragraph 5, line 6, “better or 
higher'* is corrected to read "higher or 
better”. 

On page 15242, Section 816.133, 
column 2, paragraph 3. line 1, 

"Clenkner" is corrected to read 
"Clickner". 

On page 15242. Section 816.133, 
column 3, paragraph 8. line 1, 

"Livingston and Blayney. Inc. Public 
Costs are Expensive in Hillside areas. 
Foothills Environmental Design Study, 
Report No. 3 to the City of Palo Alto, 
Calif. Palo Alto Planning Department, 
Palo Alto. Calif. 1970" is corrected to 
read "California. Palo Alto Planning 
Commission 1971. Land use 
Alternatives, Report No. 3 in Open 
Space vs. development (formerly named 
Foothills Environmental design study). 
Prepared by Livingston and Blayney, 

San Francisco. Calif.) pp. 84-162." 

On page 15242, Section 816.133, 
column 3, paragraph 10, line 1. 

"Coughlin, R.E. and Hammer, T.R. 

Stream Quality Preservation Through 
Planned Urban Development. U.S. GPO, 
Washington. D.C. 1973" is corrected to 
read "Coughlin, R.E., and Hammer, T.R. 
1973. Stream quality preservation 
through planned urban development 
(Prepared by Regional Science Institute, 
Philadelphia, Pa.) U.S. Environmental 
Protection Agency, Socioeconomic 
Environmental Studies Series, Report 
EPA-Rj-5-73-019. 227 pp. (Available 
from U.S. Department of Commerce, 
NT1S DB —22 177) 

On page 15242, Section 816.133, 
column 3, paragraph 11, line 5, "Notes 
29.1968." is corrected to read "Notes 29. 
1969". 

On page 15242, Section 816.133, 
column 3, paragraph 12, line 1, "Moore, 
G.T. Emerging" is corrected to read 
"Moore, G.T. editor 1970. Emerging**. 

On page 15242, Section 816.133, 
column 3, paragraph 13, line 1, “Johnson, 
A.H., Berger, J. and McHarg. I.L 
Landscape Analysis for Ecologically 
Sound Land Use Planning, Department 
of Landscape Architecture and Regional 
Planning, University of Penna., Phila., 
PA. 1978" is corrected to read "Johnson, 
A. H.. Berger. J. and McHarg. I.L. 1978. 
Landscape analysis for ecologically 
sound land use planning (title changed 
to A Case Study in Ecological Planning, 
the Woodlands ), Chapter 39 in Land use 
planning. (Prepared by University of 
Pennsylvania, Department of Landscape 
Architecture and Regional Planning, 
Philadelphia, Pa.) American Society of 
Agronomy (In press).’*. 

On page 15243, Section 816.133, 
column 1, line 1, "Klingebiel, A.D." is 
corrected to read "Klingebiel, A .A.". 


On page 15244, Section 816.133, 
column 2, paragraph 1, line 10, 

"Paragraph 2" is corrected to read 
“Section 816.133 (c)(2)**. 

On page 15245, Sections 816.150- 

818.176. column 3, paragraph 3, line 1, 
"1975” is corrected to read "1965". 
"Specifications for transportation 
materials and methods of sampling and 
testing Part I Specifications. Part II, 
Methods of sampling and testing. 
American Association of State Highway 
and Transportation Officials, 
Washington. D.C. Part I, 828 pp.; Part II, 
998 pp. 1978s". 

On page 15245, Section 816.150- 

816.176, column 3, paragraph 10, line 1, 
"U.S. Department of Transportation. 
Public Roads, March, 1978, Vol. 41., No. 

4. Albert Demillio" is corrected to read 
“DiMillio, Albert F. 1978. Status of Shale 
Embankment Research. Public Roads, a 
journal on highway research and 
development. Vol. 41, No. 4 pp. 153-164". 

On page 15245, Section 816.150- 

816.176, column 3, paragraph 11, line 1, 
“AASHTO, T-99" is corrected to read 
“American Association of State 
Highway and Transportation Officials, 
T-99,1978s". 

On Page 15245, Section 816.150- 

816.176, column 3, paragraph 11, line 1, 
“AASHTO, T-99" is corrected to read 
“American Association of State 
Highway and Transportation Officials, 
T-180,1978s". 

On page 15245, Sections 816.150- 
816.178, column 3, paragraph 13. line 1, 
‘‘AASHTO, T-91" is corrected to read 
“American Association of State 
Highway and Transportation Officials 
T-91.1978s.’’. 

On page 15245, Sections 816.150- 
816.178, column 3. paragraph 13. line 3, 
“of Coal." is corrected to read "Coal. 
U.S. Environmental Protection Agency 
Publication EPA—670/2-74-093. pp. 
276.". 

On page 15256, Section 816.153(A)(1), 
816.163(a)(1) and 816.173(a)(1). column 
3. paragraph 2, line 7, "U.S. Bureau of 
Mines Circular No. 8758,1977. 

(Kaufman, W.W. and Ault, 1977).’* is 
corrected to read "Kaufman, W.W. and 
Ault, J.C. 1977". 

PART 817—PERMANENT PROGRAM 
PERFORMANCE STANDARDS 

On page 15263, Sections 817.13-817.15, 
column 1, paragraph 6. line 1, "Penrose, 
Jr., et al., EPA 68 010135,1973. 
Laboratory study of self-sealing 
limestone plugs for mine openings—EPA 
43019-73-011" is corrected to read 
"Penrose, R. G.. Jr., et al., 1973. 
Laboratory study of self-sealing 
limestone plugs for mine openings. 
(Prepared by NUS Corp. and 


D’Appolonia Consulting Engineers, Inc., 
Pittsburgh, Pa.) U.S. Environmental 
Protection Agency Report EPA 670/2- 
73-081. 217 pp. (Available from U.S. 
Department of Commerce, NTIS PB—228 
586. 217 pp.)". 

On page 15263, Sections 817.13-817.15, 
column 1, paragraph 9, line 1, "Penrose, 

R. G., Jr., and Holuber, Igor, 1973. 
Laboratory study of self-sealing 
limestone plugs for mine operations. 
EPA670/2-73-081" is deleted. 

On page 15263. Sections 817.13-817.15, 
column 1, paragraph 10, line 3, "EPA- 
67012-73-092" is corrected to read 
"EPA-670/2-73-092". 

On page 15263, Sections 817.13-817.15, 
column 1, paragraph 11, lines 2 and 3, 
“1973. Processes, activities, EPA-43019- 
73-011." is corrected to read "1973b. 
Processes, procedures, and methods to 
control pollution from mining activities. 
EPA-430/9-73-011." 

On page 15263, Sections 817.13-817.15, 
column 1, paragraph 11, line 1, 
“U.S.E.P.A. 1965." is corrected to read 
"Robins, J. D. and Hutchins, J. C. 1975." 

On page 15263, Sections 817.13-817.15, 
column 2, paragraph 1, line 7, 
"Halliburton Co. 1970, pp 5-6, 9-10, 20- 
21" is corrected to read "U.S. Federal 
Water Quality Administration, 1970". 

On page 15263, Sections 817.13-817.15, 
column 3, paragraph 3, line 13, "by" is 
corrected to read "be". 

On page 15268, Section 817.42, column 
2, paragraph 2, line 15, "Clear" is 
corrected to read "Clean". 

On page 15267, Section 817.50, 
paragraph 1, line 10, "Broley" is 
corrected to read "Braley". 

On page 15269, Sections 817.61-817.68, 
line 12, "contains" is corrected to read 
“contain**. 

On page 15272, Sections 817.121- 
817.128, column 1, paragraph 6. line 9, 
“1977" is corrected to read "1978". 

On page 15272, Section 817.121- 

817.126, column 2, paragraph 1, 
"Subsidence Engineers Handbook 
National Coal Board" is corrected to 
read "National Coal Board (Great 
Britain) 1975. Subsidence Engineers 
Handbook. Ill pp.". 

On page 15272, Sections 817.121- 

817.126, column 2, paragraph 1, line 3, 
“1966,1974" is corrected to read "1975". 

On page 15272, Sections 817.121- 

817.126, column 3. paragraph 4, line 2, 
"Mallis" is corrected to read "Mallio”. 

On page 15272. Section 817.121- 

817.126, column 3, paragraph 8, line 1, 
“Amuedo and Ivey" is corrected to read 
“A. R. Myers" et al., 1975". 

On page 15272, Sections 817.121- 

817.126, column 3. paragraph 14. line 4, 
"874-3832" is corrected to read "374- 
383". 
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On page 15272, Sections 817.121-126, 
column 3. paragraph 11. line 5, '*1966" is 
corrected to read “1970”. 

On page 15273, Sections 817.121- 

817.126, column 1, paragraph 6, line 12, 
"GAI, 1977” is corrected to read "U.S. 
Bureau of Mines, 1977C.” 

On page 15273, Sections 817.121- 

817.126, column 1, paragraph 7, line 16, 
"Baker, pp. 40-42,1974;" is corrected to 
read "Appalachian Regional 
Commission and the Pennsylvania 
Department of Environmental 
Resources, pp. 40-42,1974;”. 

On page 15273, Sections 817.121- 

817.126, column 1, paragraph 7, line 17, 
"Grey et al p. 11-26 1974" is corrected to 
read "Gray, R. E.. et al 1974”. 

On page 15273, Sections 817.121- 

817.126, column 1, paragraph 5, line 1, 
"USGS, 1962” is corrected to read 
"Osterwald, F. W., 1962”. 

On page 15273, Sections 817.121- 

817.126, column 2, paragraph 2, line 14, 
"(Legger, pp. 374-83,1972)” is corrected 
to read “(Leggett, pp. 374-383,1972)”. 

On page 15273, Sections 817.121- 

817.126, Column 1. paragraph 2, line 1, 
"Curtis” is corrected to read "Cortis”. 

On page 15278, Sections 817.150- 
817.176. column 1, paragraph 2, line 13. 
"Parker, P.E. 1965” is corrected to read 
"Packer. P.E. 1967”. 

PART 819—SPECIAL PERMANENT 
PROGRAM PERFORMANCE 
STANDARDS—AUGER MINING 

On page 15280, Section 819.11, column 
2, line 1. "and” is corrected to read "or”. 

PART 823—SPECIAL PERMANENT 
PROGRAM PERFORMANCE 
STANDARDS FOR OPERATIONS ON 
PRIME FARMLAND 

On page 15285, Part 823, column 1, 
paragraph 3, line 1, "1974” is corrected 
to read "1947"; and line 29, "pp. 571” is 
corrected to read "pp. 517". 

On page 15285, Section 823.14, column 
2, paragraph 6, last line, "overmerge 
burden" is corrected to read 
"overburden” 

On page 15286, Section 823.14, column 

1, lines 13 and 14, "Agriculture" is 
corrected to read "Agriculture”. 

On page 15286, Section 823.14, column 

2, paragraph 1, line 16. "famland” is 
corrected to read "farmland”. 

PART 826—SPECIAL PERMANENT 
PROGRAM PERFORMANCE 
STANDARDS OPERATIONS ON STEEP 
SLOPES 

On page 15291, Section 826.12, column 
1, paragraph 1, line 17. "Kimball, 1974, p. 
35" is corrected to read "Appalachian 
Regional Commission and the Kentucky 


Department for Natural Resources and 
Environmental Protection, 1974, Vol. 1, 
p. 35”. 

PART 828—SPECIAL PERMANENT 
PROGRAM PERFORMANCE 
STANDARDS—IN SITU PROCESSING 

On page 15293, Part 828, column 3, 
paragraph 3. line 13. "Edgar, pp. 47-49” 
is corrected to read "Edgar, T.F. 1978". 

SUBCHAPTER L—INSPECTION AND 
ENFORCEMENT 

On page 15294, Subchapter L, column 
1, paragraph 1, lines 2 and 3, "Inspection 
and Enforcement by the State 
Regulatory Authority” is corrected to 
read "State Regulatory Authority 
Inspection and Enforcement”; and line 4, 
"Inspections) Part” is corrected to read 
"Inspections), Part”. 

PART 840—STATE REGULATORY 
AUTHORITY INSPECTION AND 
ENFORCEMENT 

On page 15296. Section 840.13, column 
1, paragraph 4, line 1, "Furthermore" is 
corrected to read "Furthermore”. 

On page 15297, Section 840.14, column 

1. last paragraph, line 3, "878.15” is 
corrected to read "786.15”. 

On page 15297, Section 840.15, column 

2, paragraph 3, line 4, the quotation is 
corrected to begin at the margin.. 

On page 15297, Section 840.15, column 
2. paragraph 4, line 15, "(1977);” is 
corrected to read "(1977) (emphasis 
added);”. 

On page 15297, Section 840.15, column 

2, paragraph 5, lines 5 and 6, "coal 
mining” to is corrected to read "coal 
surface mining”. 

On page 15297, Section 840.15, column 

3, line 11, "is not and cannot be" is 
corrected to read "is not, and cannot 
be,”. 

On page 15297, Section 840.15, column 
3, paragraph 2, line 13, "841.15" is 
corrected to read "842.15". 

On page 15298, column 3, paragraph 4. 
lines 19 and 20, "Sections 842.11(b) and 
842.12(a)(1) and (b)(1)” is corrected to 
read "Sections 842.11(b)(l)(i), which is 
referred to in Section 842.12(a)”. 

On page 15299, Section 842.11, column 
1, paragraph 2, line 3, insert "(1)” 
between "(b)" and "(ii)". 

On page 15299, Section 842.12, column 
3, paragraph 6. line 7. delete "731.14(g) 

(4) and ”. 

On page 15300, Section 842.12, column 

1, line 3, "affected section” is corrected 
to read "affected under Section”. 

On page 15300, Section 842.14, column 

2, paragraph 2, lines 10-12, "within 10 
days of the Federal inspection or within 
30 days of the complaint, if there is no 
inspection.” is corrected to read "the 


person alleged to be in violation, within 
30 days of the receipt by the Regional 
Director of the request for review”. 

On page 15303, Section 843.13. column 
1. paragraph 3, line 11, "requirements" is 
corrected to read "and were renumbered 
as Sections 843.13(a)(2) and (3)”. 

On page 15305, Section 843.17, column 
1, paragraph 2, line 26, "§ 842.11(d)” is 
corrected to read "842.11(a)”. 

On page 15308, column 1, line 3, 
"845.15(c)” is corrected to read 
"845.15(a)”. 

On page 15308, Section 845.15, column 

1, paragraph 5, lines 1-3 are deleted and 
paragraph 5 is corrected to read "A new 
subsection (c) was added to clarify the 
manner in which both the mandatory 
$750/day penalty for failure to abate 
and the discretionary penalty for 
continuing violations will be assessed, 
and to provide for reassessment to take 
account of good faith compliance or 
other facts not available at the time the 
initial assessment was made. As in the 
case of good faith points, the mandatory 
$750/day penalty and the discretionary 
penalty for continuing violations cannot 
properly be finally assessed until after 
the violation is abated. The new 
subsection (c) provides for authority for 
reassessment and clarifies how 
modifications of assessment should be 
served. 

Regulations 

Table of Contents 

On page 15312. Table of Contents, 

Part 783, column 3, lines 3 and 4, "in the 
permit and adjacent areas" is deleted. 

SUBCHAPTER A—GENERAL 
PART 700—GENERAL 

§700.4 (Amended] 

On page 15314, Section 700.4(a)(2), is 
corrected to read "(2) Designation of 
non-Federal lands or Federal lands 
without the concurrence of the Federal 
surface managing agency as unsuitable 
for all or certain types or surface coal 
mining operations under Section 522 of 
the Act and as unsuitable of non-coal 
mining under Section 601 of the Act; 
and”. 

§700.5 [Amended] 

On page 15314, Section 700.5. line 1, 
"chapter" is corrected to read 
"Chapter.” 

On page 15315, Section 700.5, line 22- 
23, "provided” is corrected to read 
"Provided.” 

§700.11 (Amended] 

On page 15315, Section 700.11(f), line 

2. "25 CFR 177," is corrected to read "25 
CFR Part 177.” 
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PART 701—PERMANENT 
REGULATORY PROGRAM 

§701.1 [Amended 1 

On page 15316, Section 701.1(b)(3), 
line 6, “authority:’* is corrected to read 
“authority;” 

§701.5 (Amended] 

On page 15319, Section. 701.5(c), lines 
4 and 5, “hay occasional" is corrected to 
read “occasional hay”. 

On page 15320, Section 701.5. column 

2, paragraph 2, line 4. “Register Vol. 4 
No. ” is corrected to read “Register Vol. 
43 No.”. 

SUBCHAPTER C—PERMANENT 
REGULATORY PROGRAMS FOR NON- 
FEDERAL AND NON-INDIAN LANDS 

PART 736—FEDERAL PROGRAMS 
FOR A STATE 

On page 15330, Section 736.4(a). lines 
3-6, “Office with exclusive jurisdiction 
and makes the Director” is corrected to 
read “Director with exclusive 
jurisdiction and makes the Office”. 

SUBCHAPTER D—FEDERAL LANDS 
PROGRAM 

PART 741-PERMITS 
§741.4 lAmended] 

On page 15333, Section 741.4(b), line 2 
and 3, “Cooperative Agreement” is 
corrected to read “cooperative 
agreement”. 

On page 15333, Section 741.4(d), lines 
4 and 5, “includes the operation and 
reclamation plan for the life of the mine” 
is corrected to read “includes the mining 
and operation plan for the life of the 
mine.”. 

§741.13 [ Amended 1 

On page 15334. Section 741.13(c)(1), 
line 2. “30 CFR 771.23” is corrected to 
read “30 CFR 771.23 and 771.27”. 

§741.14 [Amendedl 

On page 15334, Section 741.14(E). line 
6, “state” is corrected to read “State”. 

§741.17 (Amendedl 

On page 15335, Section 741.17, lines 4 
and 5, “and the Director finds,” is 
corrected to read “and the Director, in 
addition to making the findings required 
in Part 786, finds.” 

§741.19 (Amended! 

On page 15335, Section 741.19(a), line 

3, “state” is corrected to read “State”. 

On page 15335, Section 741.19(b) line 

3. “paragraph” is corrected to read 
“Paragraph”. 

On page 15335, Section 741.19(b), lines 
6-9. “CONFIDENTIAL INFORMATION” 


is corrected to read “COMPANY 
PROPRIETARY INFORMATION”. 

§741.19 (Amended] 

On page 15335, Section 741.21(a)(4)(i). 
line 14, “state” is corrected to read 
“State”. 

On page 15335, Section 
741.21(a)(4)(iii). lines 6 and 9. “state” is 
corrected to read “State”. 

PART 742-BONDS AND LIABILITY 
INSURANCE ON FEDERAL LANDS 

§742.17 (Amended] 

On page 15337, Section 742.17, line 6, 
"States” is corrected to read “States”; 
and line 7, “state" is corrected to read 
"State”. 


PART 744-PERFORMANCE 
STANDARDS FOR FEDERAL LANDS 

§744.11 (Amended] 

On page 15338, Section 744.11(a). line 
5, “817.14 drill” is corrected to read 
“817.14, drill”. 

On page 15339, Section 744.11(c), lines 
13 and 19 “paragraph” is corrected to 
read “Paragraph”. 

PART 745—STATE-FEDERAL 
COOPERATIVE AGREEMENTS 

§745.1 (Amended] 

On page 15339, Section 745.1, line 1, 
"part” is corrected to read “Part”. 

§745.2 [Amended] 

On page 15339, Section 745.2, lines 9 
and 10, “mining reclamation” is 
corrected to read “mining and 
reclamation”. 

§745.11 lAmended] 

On page 15340, Section 745.11(b)(5J, 
lines 7 and 8. “pararaph” is corrected to 
read “Paragraph”. 

On page 15340, Section 745.11(d), line 
2, “paragraph” is corrected to read 
“Paragraph”. 

SUBCHAPTER F—AREAS UNSUITABLE 
FOR MINING 

PART 761—AREAS DESIGNATED BY 
ACT OF CONGRESS 

§761.12 lAmended] 

On page 15343, Section 761.12(h). line 

1, “determination of’ is corrected to 
read “determination by”. 

PART 762—CRITERIA FOR 
DESIGNATING AREAS AS 
UNSUITABLE FOR SURFACE COAL 
MINING OPERATIONS 

§762.5 (Amended] 

On page 15344, Section 762.5, column 

2, paragraph 2. line 13, “or of the" 
corrected to read “or the”. 


PART 769—PETITION PROCESS FOR 
DESIGNATION OF FEDERAL LANDS 
AS UNSUITABLE FOR ALL OR 
CERTAIN TYPES OF SURFACE COAL 
MINING OPERATIONS AND FOR 
TERMINATION OF PREVIOUS 
DESIGNATION 

§769.3 [Amended] 

On page 15347, Section 769.3. line 5, 
“affected, to” is corrected to read 
“affected to”. 

§769.4 (Amended] 

On page 15347, Section 769.4(a), line 5 
“on, act, and” is corrected to read “on, 
and.” 

§769.14 lAmended] 

On page 15348, Section 769.14(g)(2), 
line 7, “petition, and” is corrected to 
read “petition and”. 

SUBCHAPTER G—SURFACE COAL MINING 
AND RECLAMATION OPERATIONS 
PERMITS AND COAL EXPLORATION 
SYSTEMS UNDER REGULATORY 
PROGRAMS 

On page 15349, Subchapter G, title, 
luie 3. “PROCEDURES SYSTEMS” is 
corrected to read “SYSTEMS UNDER 
REGULATORY PROGRAMS.” 

4PART 771—GENERAL 
REQUIREMENTS FOR PERMITS AND 
PERMIT APPLICATIONS 

§771.21 [Amendedl 

On page 15351, Section 771.21(b)(2). 
line 2, “permit shall” is corrected to read 
“permit under 30 CFR 788.13-788.14 
shall.” 

On page 15351, Section 771.21(b)(3). 
line 2, “permit shall” is corrected to read 
“permit under 30 CFR 788.12 shall”. 

PART 779—SURFACE MINING PERMIT 
APPLICATIONS—MINIMUM 
REQUIREMENTS FOR INFORMATION 
ON ENVIRONMENTAL RESOURCES 

§779.24 [Amended] 

On page 15356, Section 779.24(i), line 
6, “or” is corrected to read “and.” 

PART 780—SURFACE MINING PERMIT 
APPLICATIONS—MINIMUM 
REQUIREMENTS FOR RECLAMATION 
AND OPERATIONS PLAN 

On page 15357, Part 780, title, line 2, 
“APPLICATION” is corrected to read 
“APPLICATIONS” and line 4, 
“OPERATIONS” is corrected to read 
“OPERATION”. 

§ 780.14 (Amended] 

On page 15358, Section 780.14(cJ(2), 
lines 1 and 2, “Spoil disposal facilities, 
maps, plans, and cross-sections" is 
corrected to read “Maps, plans, and 
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cross-sections of spoil disposal 
facilities". 

§ 780.23 [Amended) 

On page 15360, Section 780.23(a), line 
3, "reclamation of is corrected to read 
"reclamation, of. 

PART 783—UNDERGROUND MINING 
PERMIT APPLICATIONS—MINIMUM 
REQUIREMENTS FOR INFORMATION 
ON ENVIRONMENTAL RESOURCES 

§783.24 [Amended] 

On page 15365, Section 783.24(g), line 

3, "and, within” is corrected to read 
"and within". 

On page 15365, Section 783.24(i), line 
6. "or" is corrected to read "and”. 

§783.27 [Amended] 

On page 15366, Section 783.27(d)(1), 
line 5, "submit application” is corrected 
to read "submit an application”. 

PART 784—UNDERGROUND MINING 
PERMIT APPLICATIONS—MINIMUM 
REQUIREMENTS FOR RECLAMATION 
AND OPERATION PLAN 

§784.13 [Amended] 

On page 15367, Section 784.13(a), last 
line, "784.25” is corrected to read 
"784.26". 

§784.20 [Amended) 

On page 15369, Section 784.20, 
paragraph 1, line 20, "and” is corrected 
to read “or". 

§784.23 [Amended] 

On page 15370, Section 784.23(b)(10), 
line 5, "784” is corrected to read 
"784.16”, and last line. "784” is corrected 
to read "784.19". 

PART 785—REQUIREMENTS FOR 
PERMITS FOR SPECIAL CATEGORIES 
OF MINING 

§785.13 [Amended] 

On page 15371, Section 785.13(a), line 

4, "and" is corrected to read "or". 

§785.18 [Amended] 

On page 15374, Section 785.18(d)(8), 
line 4, "J, of is corrected to read "J of. 

PART 786—REVIEW, PUBLIC 
PARTICIPATION, AND APPROVAL OR 
DISAPPROVAL OF PERMIT 
APPLICATIONS AND PERMIT TERMS 
AND CONDITIONS 

§786.17 [Amended] 

On page 15379, Section 786.17(a)(2), 
line 4, "784.20" is corrected to read 
"784.21". 

§786.19 [Amended) 

On page 15380, Section 786.19(c). lines 
4 and 5, are corrected by deleting "as 


described in 30 CFR 780.21(c) or 
784.14(c),". 

§786.21 [Amended] 

On page 15380, Section 786.21(a)(1), 
line 4, ”701.11(c)(l)(i)" is corrected to 
read "701.11(e)(l)(i)’\ 

§786.21 [Amended] 

On page 15380, Section 786.21(a)(l)(i), 
line 2, "act" is corrected to read "Act”. 

On page 15380, Section 786.21(a)(2)(i), 
line 4, ”701.11(C)(l)(ii)” is corrected to 
read "701.11(e)(1)(H)”. 

On page 15380, Section 
786.21(a)(2)(i)(A). line 2, "act” is 
corrected to read "Act". 

On page 15380, Section 786.21(a)(2)(H) 
lines 3-5, "of Paragraphs (b)(1) (i) and 
(ii) of this Section, but does not meet the 
criterion of Paragraph (b)(l)(iii) of this 
Section" is corrected to read "of 30 CFR 
701.11(e)(l)(iii)". 

§786.27 [Amended] 

On page 15381, Section 786.27, line 2, 
"shall endure that” is corrected to read 
"shall ensure and contain specific 
conditions requiring that”. 

On page 15381, Section 786.27(b)(2), 
line 4, “842” is corrected to read "840 
and 842". 

SUBCHAPTER J—BOND AND INSURANCE 
REQUIREMENTS FOR SURFACE COAL 
MINING AND RECLAMATION OPERATIONS 

PART 805—AMOUNT AND DURATION 
OF PERFORMANCE BOND 

§805.14 [Amended] 

On page 15387, Section 805.14(b), last 
three lines are corrected to read "bond 
release subject to the procedures in 30 
CFR 807.11.” 

PART 806—FORMS, CONDITIONS, 

AND TERMS OF PERFORMANCE 
BONDS AND LIABILITY INSURANCE 

On page 15388, Section 
806.11 (b)(4)(iu)(C), line 4. "this” is 
corrected to read “a permit”. 

PART 807—PROCEDURES CRITERIA 
AND SCHEDULE FOR SEEKING 
RELEASE OF PERFORMANCE BOND 

§807.11 [Amended] 

On page 15390, Section 807.11(a), line 
15, "bond liability.” is corrected to read 
"bond liability. The procedures of this 
Section also apply to requests made 
pursuant to 30 CFR 805.14(b).". 


SUBCHAPTER K—PERMANENT PROGRAM 
PERFORMANCE STANDARDS 

PART 815—PERMANENT PROGRAM 
PERFORMANCE STANDARDS—COAL 
EXPLORATION 

On page 15394, Section 815.11(a), line 
7, "776.12" is corrected to read ”776.11”. 

On page 15394, Section 815.11(b), line 
10, "776.13” is corrected to read 
"776.12”. 

PART 816—PERMANENT PROGRAM 
PERFORMANCE STANDARDS— 
SURFACE MINING ACTIVITIES 

§816.11 [Amended] 

On page 15396, Section 816.11(f)(3), 
line 6, "use and” is corrected to read 
"use, and". 

§816.14 [Amended] 

On page 15396, Section 816.14, lines 1 
and 2, "other than drill” is corrected to 
read "other drill". 

§816.49 [Amended] 

On page 15401, Section 816.49(a)(5), 
line 11, "77-126(a) M is corrected to read 
"77-216(a)‘\ 

§816.55 [Amended] 

On page 15403, Section 816.55(b), line 
7. "and is” is corrected to read "and the 
discharge is”. 

§ 816.61 [Amended] 

On page 15404, Section 816.61(c), last 
line, "30 CFR 850” is corrected to read 
"Subchapter M". 

§816.65 [Amended] 

On page 15405, Section 816.65(e)(2). 
line 4, "200" is corrected to read "1,100”. 

§816.112 [Amended] 

On page 15413, Section 816.112(b). line 
7, "780.23.” is corrected to read “780.23;” 
and Section 816.112(c), line 3. "region” is 
corrected to read "region; and". 

§816.116 [Amended] 

On page 15414, Section 
816.116(b)(2)(i), column 1, paragraph 2. 
lines 2, 3. 6. 7, and 11, change single 
quotation mark to double in all six 
places. 

On page 15414, Section 816.116(b)(3), 
column 1, paragraph 4, line 8, 
"shrublands” is corrected to read "shrub 
lands" and on lines 8 and 9. 
"productively” is corrected to read 
"productivity**. 

§816.133 [Amended] 

On page 15415, Section 816.133(c), the 
italicized words in lines 1 and 2, are 
corrected to be in standard type. 
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§816.153 [Amended] 

On page 15417. Section 
816 . 153 (c)(l)(iii), line 2, “area** is 
corrected to read “ditches”. 

PART 817—PERMANENT PROGRAM 
PERFORMANCE STANDARDS— 
UNDERGROUND MINING ACTIVITIES 

§817.55 (Amended] 

On page 15430, Section 817.55(a). 
column 2, line 6, “and is” is corrected to 
read “and the discharge is”. 

§817.61 [Amended] 

On page 15430. Section 817.61(c). last 
line, “30 CFR 850” is corrected to read 
“Subchapter M”. 

§817.65 [Amended] 

On page 15431, Section 817.65, table, 
last line, last entry, “109°C.” is corrected 
to read “109C.”. 

§817.112 [Amended] 

On page 15438. Section 817.112(a), line 
6, “use; or” is corrected to read “use;”. 

§817.116 [Amended] 

On page 15439, Section 817.116(b)(1), 
line 11, “initiates” is corrected to read 
“begins”. 

On page 15439, Section 
817.116(b)(2)(i). lines 2, 3, 6. 7, and 11, 
change single quotation marks to double 
in all six places. 

On page 15439, Section 
817.116(b)(3)(i), line 2, “reclaimed, to” is 
corrected to read “reclaimed to”. 

§817.153 [Amended] 

On page 15444, Section 817.153(c)(iii), 
line 2, “area” is corrected to read 
“ditches”. 

PART 823—SPECIAL PERMANENT 
PROGRAM PERFORMANCE 
STANDARDS OPERATIONS ON PRIME 
FARMLANDS 

§823.15 [Amended 1 

On page 15452, Section 823.15(c), line 
5, “As” is corrected to read “At”. 

PART 824—SPECIAL PERMANENT 
PROGRAM PERFORMANCE 
STANDARDS—MOUNTAINTOP 
REMOVAL 

§824.11 [Amended] 

On page 15452, Section 824.11(a)(7), 
lines 2 and 5, "Iv" is corrected to read 
“A'”. 

PART 840—STATE REGULATORY 
AUTHORITY INSPECTION AND 
ENFORCEMENT 

On page 15455, insert before Part 840 
“SUBCHAPTER L— PERMANENT 


PROGRAM INSPECTION AND 
ENFORCEMENT PROCEDURES”. 

PART 843—FEDERAL ENFORCEMENT 

On page 15460, Section 843.14, title, 
“Service of notices of violation and 
cessation orders” is corrected to read 
“Service of notices of violation, 
cessation orders, and show cause 
orders”. 

On page 15460, Section 843.14(b). last 
line is corrected by deleting “(2)”. 

[FR Doc. 79-28383 Filed 8-23-79; 0:45 am) 

BILLING CODE 4310-05-M 


POSTAL SERVICE 
39 CFR Part 233 

Inspection Service Authority; Mail 
Covers; National Security 

agency: Postal Service. 

ACTION: Final rule. 

summary: The Postal Service amends 
its mail cover regulations so as to; (1) 
define more specifically when the 
issuance of a mail cover order is 
necessary to protect the national 
security; and (2) provide that the 
requesting authority for national 
security mail cover order shall be the 
head of the law enforcement agency 
requesting the cover. The purpose of 
both regulatory amendments is to show 
generally that the “national security” 
mail cover program is a carefully limited 
and well-focused program which does 
significantly protect the national 
security, but which does not 
significantly affect the general privacy 
of the mails or impair First Amendment 
values. This rule is a revision of a 
proposal on which public comments 
were invited on April 24,1979. 

EFFECTIVE DATE: August 24. 1979. 
ADDRESS: Comments on this rule are 
welcome and will be considered toward 
making changes in the regulations in the 
future. Questions about the rule or 
requests to amend or repeal it should be 
directed to Assistant General Counsel, 
Special Projects, U.S. Postal Service, 475 
L’Enfant Plaza West, SW., Washington. 
D.C. 20260. 

FOR FURTHER INFORMATION CONTACT: 

Charles R. Braun, 202-245-4620. 
SUPPLEMENTARY INFORMATION: The text 
of this final rule is stated below, at the 
end of this Supplementary Information 
Section. This rule is a revision of a 
proposal which was published in the 
Federal Register for public comment on 
April 24,1979. 1 Based on the comments 
received and other available 


*44 FR 24111-24115. 


information, the Postal Service adopts 
the proposal modified by two 
amendments discussed further in this 
Section. 

The Postal Service received about 180 
written comments on the April 24 
proposal from various members of the 
public, private organizations, executive 
departments, and committees and 
members of Congress. Many of the 
individuals and private organizations 
apparently were misinformed about the 
proposal, and thus their comments 
contained analysis and 
recommendations which were not 
directly relevant to it. Nearly half of the 
comments, for example, expressed 
opposition to a supposed mail opening 
scheme or a supposed plan to disobey or 
circumvent a court decision. The Postal 
Service has already written individually 
to these commenters to provide a copy 
of the actual proposal and to correct 
particular misapprehensions. 

The comments in general showed 
strong public support for generally 
safeguarding the privacy of the mails, 
and for preserving civil liberties. They 
expressed opposition to vaguely defined 
“national security” programs which 
might lead to governmental investigative 
abuses. The comments thus supported 
the principal purpose of the Postal 
Service’s proposal, which was to define 
the grounds for ordering national 
security mail covers more specifically. 
Several commenters who first wrote to 
express opposition to the proposal as 
they originally understood it later wrote 
to express their general understanding 
and support after they had received a 
letter of explanation and a copy of the 
actual proposal from the Postal Service. 

The governmental bodies whose 
representatives commented in writing 
on the proposal were the Senate Select 
Committee on Intelligence, the House 
Permanent Select Committee on 
Intelligence, the House Judiciary 
Subcommittee on Courts, Civil Liberties, 
and the Administration of Justice, and 
the Departments of Defense and Justice. 
The two executive departments are the 
only federal agencies which are or 
would be authorized under postal 
regulations to request national security 
mail covers. The two intelligence 
committees have legislative oversight 
responsibilities over these and other 
executive agencies insofar as they make 
use of national security mail cover 
information. The House Judiciary 
Subcommittee has conducted oversight 
hearings in the past two Congresses to 
review present mail cover regulations 
and practices, whether related to the 
national security or not. and to consider 
the need for mail cover legislation. 
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The governmental comments showed 
a broad consensus in both the 
Legislative and Executive branches in 
favor of the basic objective of the Postal 
Service’s proposal: to provide for a 
continuation of the existing national 
security mail cover program, but under 
clear, specific, and more tightly drawn 
guidelines. The Chairman and Vice 
Chairman of the Senate Committee 
stated in this regard: “The Senate Select 
Committee on Intelligence is pleased to 
note that the Postal Service is 
undertaking to clarify the regulations 
governing foreign counterintelligence 
mail covers, as proposed in the Federal 
Register of April 24,1979. The proposal 
is a constructive response to concerns 
for the privacy of the mails. * * * The 
Select Committee fully supports the 
efforts of the Postal Service to provide 
authority for meeting United States 
counterintelligence requirements in a 
manner that will be clearly understood 
and accepted by the American people.” 
Similarly, the General Counsel of the 
Department of Defense wrote: 

“Although the Department of Defense 
does not request mail covers frequently, 
we have found them to be very valuable 
in acquiring information necessary for 
effective law enforcement and 
protection of the national security * * \ 
[TJhe Department of Defense strongly 
supports your efforts to ensure that 
[national security] mail covers are 
employed only for limited purposes and 

only when approved by senior officials 
* * * •• 

It is the intent of existing mail cover 
regulations, the April 24 proposal, and 
the mail cover regulations as amended 
by this final rule to authorize mail cover 
assistance to protect the “national 
security” only in support of the 
following two types of investigations: (1) 
“domestic” national security 
investigations, conducted by the F.B.I., 
aimed at detecting terrorism, violence, 
or certain other activities conducted by 
domestic groups not believed to be 
acting under the control or at the 
instigation of a foreign power; and, (2) 
“foreign” counterintelligence 
investigations, conducted by the 
counterintelligence components of the 
F.B.I. or the Department of Defense, 
aimed at detecting and taking 
countermeasures against espionage, 
terrorism, or other activities perpetrated 
by a hostile foreign power through its 
agents. 

Such mail cover support is authorized 
only in limited circumstances which are 
stringently defined in postal regulations 
so as to prevent excesses or abuses 
insofar as it is practicable for the Postal 
Service to prevent them. 


The second type of “national security” 
investigation—counterintelligence—is 
an essential and limited activity 
directed at taking countermeasures 
against the significantly threatening 
activities of hostile foreign powers. 
There have been no known abuses in 
this area, and the secrecy in which 
counterintelligence investigations are 
conducted tends to insure that the 
information collected in such 
investigations is not widely 
disseminated, even within the 
government itself. 

The first type—“domestic” national 
security investigations—is one as to 
which abuses have been alleged but not 
proved. These investigations embrace a 
delicate area in which it is sometimes 
difficult to distinguish sharply between 
groups merely possessing extreme views 
and extremist groups having violent or 
criminal intentions. Heretofore it has 
been possible to afford mail cover 
cooperation to “domestic” national 
security investigations under the 
“national security” part of the mail 
cover regulations. Under the proposal 
and the final rule, such postal assistance 
would continue to be possible, but only 
to the extent necessary to detect 
evidence of the commission or 
attempted commission of a crime. Mail 
cover assistance for such investigations 
thus would be permitted only under a 
part of present mail cover regulations 
which has been repeatedly upheld by 
the courts. 2 

In sum, only the counterintelligence 
effort is intended to be assisted by the 
national security mail cover regulation 
as proposed or as amended by this final 
rule. A continuation of this assistance 
on this basis is fully supported by all the 
governmental commenters mentioned 
above. 

Based on its own experience as well 
as the comments it received, the Postal 
Service is aware of the possibility of 
abuses in the “national security” area. 
The basic responsibility, however, for 
preventing abuses in national security 
investigations lies with the President, 
the appropriate Cabinet members, 
Congress, the appropriate Congressional 
oversight committees, and other 
authorized oversight entities such as the 
General Accounting Office. These are 
the officials or organizations which are 
responsible either for direct executive 
supervision or legislative oversight of 
national security investigations and 
operations. Mail cover information 
provides only a limited amount of 
support to an investigation. Withholding 
that support from an investigation is not 


, See footnote 7 of the Supplementary Information 
Section of the proposal. 44 FR at 24112. 


a practicable means of generally 
preventing investigatory abuses. 
Furthermore, the Postal Service has no 
general mandate to police or second- 
guess the F.B.I. or any other government 
agency in the performance of its 
functions. Nevertheless, the Postal 
Service is responsible for defining and 
controlling the extent of its voluntary 
cooperation with other government 
agencies, in the mail cover area and 
otherwise, so as to prevent insofar as 
practicable an abuse of its willingness 
to cooperate in support of other 
authorized federal programs. 

Other governmental comments 
indicated a full understanding of the fact 
that the job of preventing intelligence or 
national security abuses cannot 
reasonably be left to the Postal Service 
or postal regulations alone. The Senate 
Committee, for example, wrote that: 
“[Postal] regulations need not subsitute 
for more detailed procedures of other 
agencies under Executive Order 12036, 
which governs United States 
counterintelligence activities. Nor 
should the Postal Service monitor 
compliance with such procedures.* * *” 
In a similar vein, the Attorney General 
advised: “The Administration is 
presently developing intelligence charter 
legislation to regulate on a 
comprehensive basis all United States 
intelligence activities which affect the 
privacy of Americans. The President has 
personnally approved some of those 
proposals and is now reviewing certain 
other proposals.” 

It was argued against the continuation 
of the national security mail cover 
program on any basis that nothing in the 
proposal could “guarantee” against 
future investigatory abuses.affecting the 
privacy of U.S. citizens. However, the 
risks of abuse should both be 
considered in the light of the precautions 
embodied in the final rule designed to 
reduce such risks, and balanced against 
the risks to national security inherent in 
discontinuing the program altogether. 

The Postal Service believes that the 
program should be continued, subject to 
new controls that should reduce the 
risks of abuse substantially. The more 
specific regulations that are here 
adopted will require more detailed 
explanations in support of national 
security mail cover requests. This is one 
precaution against abuses. Requiring 
high level personal approval of the 
request establishes another precaution. 

One commenter asked why it was 
necessary to have national security mail 
covers in support of counterintelligence 
in view of the regulatory authorization 
for mail covers to detect evidence of 
crime: “* * * [I]t is not even clear why 
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there is a need for mail covers based on 
•protecting the national security' * * * \ 

It is difficult to imagine a genuine threat 
to national security which a mail cover 
might reveal which does not involve 
violation of the criminal law * # \ It is 
unclear why 'foreign* national security 
investigations cannot also be 
investigated under the same part of the 
regulations [entailing investigation of 
crimes]." 

Since counterintelligence 
investigations are kept secret, a 
questioning of their need for limited mail 
cover information support, without 
regard to the investigation of crime, is 
understandable. The basic answer is 
that the part of the mail cover 
regulations applying to crimp detection 
is interpreted to be limited (6 those 
circumstances where the requesting 
authority is seeking to detect evidence 
of a crime or attempted crime, and is 
conducting a good faith criminal 
investigation which potentially leads to 
indictment (or its equivalent) and 
prosecution. In counterintelligence 
investigations, criminal activities are 
generally being investigated, but 
principally for the purpose of gathering 
information needed for taking 
preventive or corrective measures. Such 
information may incidentally be 
evidence of crime, but is not necessarily 
so. There usually is no good faith 
intention to indict of prosecute, because 
the perpetrators may be protected by 
sovereign or diplomatic immunity, or by 
a de facto immunity typically arising out 
of the natural unwillingness of the 
Government to risk a public trial which 
might expose classified information or 
endanger certain U.S. 
counterintelligence efforts. 5 The 
knowledge that a hostile foreign power 
may gain about U.S. counterintelligence 
efforts from such a trial may more than 
offset the foreign power's loss of its 
agent or collaborator—a loss which in 
any event is as conjectural as the 
outcome of any litigation. Instead of 
stretching the crime detection part of the 
regulations to encompass investigations 
in which the detection of crime is an 
incidental—but not the controlling— 
purpose of the investigation, the Postal 
Service prefers a clear-cut but limited 
authorization for providing mail cover 
information in support of this necessary 
activity. 


* For a more detailed description of the problems 
inherent in attempting to prosecute crimes under 
United States law where classiGed data might be 
disclosed, see the House Government Operation 
Committee's recent report, "Justice Department 
Handling of Cases Involving ClassiGed Data and 
Claims of National Security." H.R. Rep. No. 96-280, 
96th Cong.. 1st Sess. 1-23 (June 18,1979). 


The details of the proposal consisted 
of, first, a proposed definition of 
protecting the national security, and, 
second, proposed limitations on who 
might request a national security mail 
cover. The proposed definition had—in 
the interest of achieving greater 
specificity—enumerated four categories 
of possible threats to the national 
security. 4 Certain private organizations 
and members of the public interested in 
protecting civil liberties objected to the 
proposed fourth category on the ground 
that it was itself too broad and vague, 
and might serve as a pretext for 
conducting surveillance of groups 
expressing dissenting views. 5 Both of the 
intelligence oversight committees 
questioned the need for the proposed 
fourth category, on the limited ground 
that it was not clear whether it fell 
within official definitions of 
counterintelligence—definitions that 
appeared to correspond only to 
proposed categories (ii) and (iii). 6 The 
Department of Justice and the Minority 
of the House Permanent Select 
Committee on Intelligence questiqned 
the general clarity of proposed category 
(iv). In light of these comments, the 
Postal Service has deleted proposed 
category (iv) from the final rule. 

The Senate Committee also expressed 
concern that it be made clear that 
proposed category (i)—"an attack or 
other grave hostile act"—meant acts of 
war or the like and not mere criticism or 
hostile commentary. An interpretation of 
category (i) as embracing expressions of 
views would be entirely inconsistent 
with the statement of intent 
accompanying the proposal to the effect 
that it was intended—"* * * to show 
generally that the ‘national security* 


4 Proposed 39 CFR 233.2(c)(5)(l)-(iv). 44 FR 24114. 

•The proposed fourth category of possible threat* 
by a hostile foreign power or its agents to the 
national security was: "• * * (iv) the conduct of 
foreign affairs or military policies in opposition to 
those foreign and military policies of the United 
States which are intended to protect the United 
States from the foregoing enumerated actual or 
potential threats." 

• "Counterintelligence means information 
gathered and activities conducted to protect against 
espionage and other clandestine intelligence 
activities, sabotage, international terrorist activities 
or assassinations conducted for or on behalf of 
foreign powers, organizations or persons, but not 
including personnel, physical, document, or 
communications security programs." Exec. Order 
No. 12,036, January 24.1978, sec. 4-202. 43 FR 3601. 
"FOREIGN COUNTERINTELLIGENCE: 

Investigative operations conducted within the 
United States to protect the national security from 
activities of foreign intelligence services, or to 
prevent terrorist activities undertaken pursuant to 
the direction of a foregin power." FBI Guidelines for 
Foreign Intelligence Collection and Foreign 
Counterintelligence Investigations. May 28.1976. 
sec. Ill E. in: Hearings before the S. Select 
Committee on Intelligence, 95th Cong.. 2d Sess., on 
*. 2525. page 777 (1978). 


mail cover program • * • does not * 
impair First Amendment values." 7 In 
this context, the words "attack or other 
grave hostile act" refer only to military 
or paramilitary actions, acts of 
economic warfare, or similar acts, and 
do not refer to hostile words, thoughts, 
arguments, views, or propaganda. 1 * 

The proposed limitations on the 
requesting authority for national 
security mail covers 8 were not the 
subject of much public comment. 
Governmental comments, however, 
indicated support for the general idea of 
requiring high-level approval of national 
security mail cover requests, but doubts 
about whether the approving authority 
had been properly specified in the 
proposal. The executive departments 
and the two intelligence committees 
supported the proposed requirement that 
the requesting authority for a national 
security mail cover be the law 
enforcement agency head (proposed 
§ 233.2(f)(7)), but questioned the 
proposed requirement for executive 
department head approval of extensions 
(proposed § 233.2(f)(8)). The House 
Judiciary Subcommittee took the 
opposite tack, approving the executive 
head requirement, but urging that it be 
modified so that the Attorney General 
would be required to approve all mail 
cover requests. 

The basic purpose of both proposed 
(f)(7) and proposed (f)(8) was essentially 
the same: to require high level approvals 
in the requesting agency for national 
security mail cover requests. The 
executive agencies affected by the 
proposal, supported by their oversight 
committees, objected to proposed (f)(8). 
The basic purpose of this .aspect of the 
proposal—to secure a high level 
assumption of responsibility for the 
request in the requesting agency—can 
be accomplished by adopting only 
proposed (f)(7). The final rule 
accordingly omits proposed $ 233.2(f)(8). 
In view of this revision, section 
§ 233.2(f)(7)—which requires law 
enforcement agency head approval for 
all national security mail cover 
requests—will apply to all requests for 
national security mail covers, regardless 
of whether the request is for a new 
cover or an extension of one already in 
effect. 


T 44FR at 24111. 

*The words "actual or potential attack or other 
grave hostile acts of i foreign power or an agent of 
a foreign power", as used in the Foreign Intelligence 
Surveillance Act of 1978, are similarly construed not 
to extend to "criticism". FISA. sec. 101(e)(l)A), 92 
Stat. 1784: S. Rep. No. 95-701, 95th Cong., 2d Sess. 
note 13 at page 32 (1978). 

•Proposed 39 CFR 233.2(f)(7) and (f)(8), 44 FR 
24114. 
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Both executive departments suggested 
the need to amend the proposal’s 
references to the agency or department 
“head” so as to state explicitly “head or 
acting head”. The Department of Justice 
alternatively suggested “an explanatory 
statement in the notice accompanying 
publication of the final rule.” The notice 
accompanying the proposal indicated 
the PostarService’s intention—in the 
interest of not interfering with “ongoing 
administration”—to construe the “head” 
of the department or agency to include 
the “acting head”. 9 The Postal Service 
reaffirms its intentions on that point 
here. 

The record of 180 or so comments 
includes several suggestions which the 
Postal Service decided not to adopt or 
propose for adoption. One of these 
suggestions was to require judicial 
control of the issuance of mail covers. 
This was not adopted because it would 
require legislation to be adopted: the 
Postal Service has no authority to assign 
extra duties to the courts. 10 

Another suggestion was to require the 
requesting authority to certify that the 
request complied with “* * * the 
provisions of applicable statutes and 
executive orders relating to United 
States intelligence activities.” Such a 
certification requirement, however, 
seemed unnecessary. Such a 
certification would be conclusory, and 
would not give the Postal Service any 
information which would assist it in 
independently determining whether to 
honor the request. Implicit in any 
request by a responsible official for mail 
cover assistance is a representation that 
the requesting official believes the 
request to be advanced in good faith 
compliance with all constitutional, legal, 
and regulatory requirements applicable 
to that official and his subordinates, not 
just those imposed by applicable laws 
and executive orders. The suggestion is 
accordingly not adopted. 

A further suggestion was to authorize 
mail cover assistance for foreign 
intelligence investigations. Foreign 
intelligence investigations are 
conducted by many federal government 
agencies in order to gather general 
information about the plans and 
capabilities of foreign powers (whether 
hostile or not). 11 The foreign intelligence 


•44 FR at 24114 (Is! column). 

10 The Constitution assigns to Congress the 
authority to create federal court jurisdiction not 
otherwise established in the Constitution itself. Art. 
I, sec. 8. cl. 9; Art. 111. sec. 1. 

M “Foreign Intelligence means information 
relating to the capability, intentions and activities of 
foreign powers, organizations or persons, but not 
including counterintelligence except for information 
on international terrorist activities." Exec. Order 
No. 12,030, sec. 4-205, 43 FR 3091 (1978). "FOREIGN 
INTELLIGENCE Information concerning the 


mission is thus a wide-ranging one. The 
usefulness, however, of mail cover 
information to foreign intelligence 
collection has not been demonstrated. 
None of the federal agencies which 
collect foreign intelligence information 
filed written comments seeking or 
attempting to justify an authorization of 
mail covers for foreign intelligence 
purposes. Both intelligence oversight 
committees, moreover, clearly indicated 
that their support for national security 
mail covers was limited to those 
conducted in support of 
counterintelligence operations. In view 
of these circumstances, the suggestion of 
authorizing mail covers for foreign 
intelligence purposes is not adopted. 

The Postal Service’s policy is 
generally not to let a final rule which it 
publishes in the Federal Register 
become effective until 30 days after the 
date of the publication of the rule. This 
policy coincides with the general rule- 
making policy of the Administrative 
Procedure Act, which requires such a 30- 
day advance notice period except in 
certain specially defined circumstances 
or if the agency determines otherwise 
“for good cause found and published 
with the rule .” 12 s 

On July 31, a federal district judge 
issued an opinion stating in part as 
follows: ”... I am prepared to issue a 
permanent injunction barring any new 
or present national security mail covers 
until a new [postal] regulation [on 
national security mail covers] is 
effective. This injunction is effective 
only for the temporary period it may 
last; that is, until the promised new 
regulation is promulgated and 
effected * * \ A permanent injunction 
shall issue barring any new national 
security mail covers and shall be 
effective until the new amendment is 
published. Counsel for the defendants 
shall submit an order within three (3) 
days.” 13 On August 1,1979, the Postal 
Service was advised that amendments 
of the opinion would be filed that would 
strike the words “or present” in the first 
quoted sentence, and add, before the 
end of the third sentence, the words, 
“and becomes effective”. The Postal 
Service has been advised that an 
injunction against new national security 
mail covers was issued on August 9. 
effective August 10.1979. 


capabilities, intentions and activities of any foreign 
power relevant to the national security or to the 
conduct of foreign affairs of the United States." FBI 
Guidelines, cited in note 0 above, sec. 1 D. in: 
Hearings cited in note 0 above at page 774. 

,a 5 U.S.C. 553(d) (1976). 
n Paton v. LaPrade. D. N.J. Civ. No. 1091-73, 
opinion dated July 30.1979. page 0 (footnote 
omitted). 


It is readily inferable from the court’s 
opinion, especially its explicit finding 
that national security mail cover 
regulations “further a substantial 
governmental interest which is 
unrelated to the suppression of free 
expression * * *” 14 , that its injunction 
is not intended to place an obstacle in 
the path of legitimate executive branch 
efforts which are necessary to protect 
the national security. The purpose of the 
Injunction instead appears to be, at least 
in part, to encourage the Postal Service 
to set a final rule on national security 
mail covers into effect as soon as 
possible. 15 

The 30-day notice period, moreover, is 
normally provided to give affected 
persons reasonable advance notice of 
requirements about to be imposed on 
them, so that they will have time to 
prepare to comply with them. The direct 
effect of this final rule, however, is 
solely an intragovernmental one. The 
Postal Service believes that all affected 
government agencies can immediately 
comply with it. 

Based on the foregoing considerations, 
the Postal Service has found that good 
cause exists to let this final rule become 
effective immediately upon its 
publication in the Federal Register. 

The Postal Service appreciates the 
assistance and support it received from 
the public. Committees and members of 
Congress, and government agencies, in 
developing a final rule on this subject. 
Further suggestions for improvement in 
these regulations are welcome with a 
view toward making further changes in 
the regulations in the future. 

In view of the foregoing 
considerations, the Postal Service 
adopts the following revision of title 39 
of the Code of Federal Regulations. 

PART 233—INSPECTION SERVICE 
AUTHORITY 

In § 233.2 add new paragraphs (c)(5) 
and (f)(7), reading as follows: 

§ 233.2 Mail covers. 

♦ • ♦ * * 

(C) * • * 

* * * * * 

(5) To protect the national security 
means to protect the United States from 
any of the following actual or potential 
threats to its security by a foreign power 
or its agents: (i) an attack or other grave 
hostile act; (ii) sabotage, or international 


u Id. at page 4. 

u The opinion stated that the court retained 
jurisdiction to hear a motion for an injunction 
against national security mail cover regulations as 
amended by this final rule. Id. at pages 5 and 6. 
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terrorism; or, (Hi) clandestine 
intelligence activities. 



(7) Any national security mail cover 
request must be approved personally by 
the head of the law enforcement agency 
requesting the cover. 

(39 U.S.C. 101. 401. 403. 404. 410, 411) 

W. Allen Sanders, 

Acting Deputy General Counsel 

[FR Doc. 79-2835® Filed 8-23-79; 8:45 am] 

BILLING CODE 7710-12-41 


DEPARTMENT OF LABOR 

Office of Federal Contract Compliance 
Programs, Equal Employment 
Opportunity 

41 CFR Parts 60-30, 60-250,60-741 

Procedures for Filing Administrative 
Complaints 

agency: Department of Labor. 
action: Final rule._ 

summary: This rule authorizes the 
Associate Solicitor for Labor Relations 
and Civil Rights and Regional 
Solicitors/Attomey of the Department of 
Labor, Office of the Solicitor, to file 
administrative complaints under 
Excutive Order 11246, as amended. 
Section 503 of the Rehabilitation Act of 
1973, as amended, and Section 402 of the 
Vietnam Era Veterans Readjustment 
Assistance Act of 1974 directly with the 
Office of Administrative Law Judges. 
This change will expedite the processing 
of cases under the Executive Order, 
section 503 of the Rehabilitation Act of 
1973, and section 402 of the Vietnam Era 
Veterans Readjustment Assistance Act 
of 1974. 

dates: This regulation is a procedural 
change which is effective August 24, 

1979. 

FOR FURTHER INFORMATION CONTACT: 

Stephen F. Feigin, Deputy Associate 
Solicitor, Office of the Solicitor, Room 
N-2414, 200 Constitution Avenue NW., 
Washington. DC 20210 , (202) 523^8235. 
SUPPLEMENTARY INFORMATION: 
Enforcement proceedings before an 
Administrative Law Judge under the 
Executive Order, section 503 of the 
Rehabilitation Act and section 402 of the 
Vietnam Era Veterans Readjustment 
Assistance Act presently are instituted 
either by the Solicitor of Labor (E.O. 
11246) or the Associate Solicitor for 
Labor Relations and Civil Rights 
(sections 503 and 402). To expedite the 
bringing of such proceedings, this rule 


also authorizes the Associate Solicitor 
for Labor Relations and Civil Rights and 
Regional Solicitors/Attomey to bring 
such actions. 

Because these amendments affect 
only rules of internal agency procedure 
and practice, the rulemaking procedure 
prescribed by 5 U.S.C. 553(c) is not 
required under 5 U.S.C. 553(b)(3)(A). 
Also, the regulations proposed herein do 
not fall within the criteria for significant 
regulations set forth in Department of 
Labor guidelines (44 FR 5570, January 26, 
1979) issued to implement Executive 
Order 12044 (43 FR 12661, March 23, 
1978). 

Accordingly, 41 CFR 60-30.5(a), 41 
CFR 60-250.29(b)(l) and 41 CFR 60- 
741.29(b)(1) are amended to read as set 
forth below. 

Dated: August 20.1979. 

Ray Marshall. 

Secretary of Labor. 

1. 41 CFR 6G-30.5(a) is amended to 
read as follows: 

PART 60-30—RULES OF PRACTICE 
FOR ADMINISTRATIVE PROCEEDINGS 
TO ENFORCE EQUAL OPPORTUNITY 
UNDER EXECUTIVE ORDER 11246 

§ 60-30.5 Administrative complainL 

(a) Filing. The Solicitor of Labor, 
Associate Solicitor for Labor Relations 
and Civil Rights Regional Solicitors and 
Regional Attorney upon referral from 
the Office of Federal contract 
Compliance Programs, are authorized to 
institute enforcement proceedings by • 
filing a complaint and serving the 
complaint upon the contractor which 
shall be designated as the defendant. 
The Department of Labor, OFCCP, as 
shall be designated on plaintiff. 

2. 41 CFR 60-250.29(b)(1) is amended 
to read as follows: 

PART 60-250—AFFIRMATIVE ACTION 
OBLIGATIONS OF CONTRACTORS 
AND SUBCONTRACTORS FOR 
DISABLED VETERANS AND 
VETERANS OF THE VIETNAM ERA 

§ 60-250.29 Formal hearings. 

* * * * * 

(b) Hearing practice and procedure. 

(1) All hearings conducted under section 
402 of the Vietnam Era Veterans 
Readjustment Assistance Act of 1974 
and the regulations in this Part shall be 
governed by the Rules of Practice for 
Administrative Proceedings to Enforce 
Equal Opportunity Under Executive 
Order 11246 contained in 41 CFR Part 
60-30. Complaints may be issued by the 
Solicitor. Associate Solicitor for Labor 
Relations and Civil Rights, Regional 
Solicitors and the Regional Attorney. 


3. 41 CFR 60-741.29(b)(l) is amended 
to read as follows: 

PART 60-741—AFFIRMATIVE ACTION 
OBLIGATIONS OF CONTRACTORS 
AND SUBCONTRACTORS FOR 
HANDICAPPED WORKERS 

§ 60-741.29 Formal hearings. 
***** 

(b) Hearing practice and procedure. 

(1) All hearings conducted under section 
503 of the Rehabilitation Act of 1973, as 
amended, and the regulations in this 
Part shall be governed by the Rules of 
Practice for Administrative Proceedings 
to Enforce Equal Opportunity Under 
Executive Order 11248 contained in 41 
CFR Part 60-30. Complaints may be 
issued by the Solicitor, Associate 
Solicitor for Labor Relations and Civil 
Rights, Regional Solicitors, and the 
Regional Attorney. 

(FR Doc. 79-26413 Filed 8-23-79; 8:45 am] 

BILUNG CODE 4510-27-41 


FEDERAL COMMUNICATIONS 
COMMISSION 

47 CFR Part 90 

Designation of a new starting point for 
assigning frequencies in the Business 
Radio Service in the Miami, Florida 
metropolitan area in the 470-512 MHz 
band 

agency: Federal Communications 
Commission. 

action: Final rule (Order). 

summary: This Order establishes new 
starting points for assigning frequencies 
in the Business Radio Service in the 470- 
512 MHz range in the Miami, Florida 
area. The new starting points are 
470.3125/473.3125 and 471.2625/474.2625 
MHz. 

EFFECTIVE DATE: August 30,1979. 
addresses: Federal Communications 
Commission, Washington, D.C. 20554. 
FOR FURTHER INFORMATION CONTACT: 

Arthur C. King, Rules Division. Private 
Radio Bureau, (202) 632-6497. 

Adopted: August 15,1979; Released: August 
17,1979. 

By the Chief, Private Radio Bureau. 

In the matter of the designation of a 
new starting point for assigning 
frequencies in the Business Radio 
Service in the Miami, Florida 
metropolitan area in the 470-512 MHz 
band. 

1. In the Fifth Report and Order in 
Docket 18261 the Commission provided 
a flexible frequency assignment plan for 
the 470-512 MHz band frequencies 
available in Dallas and Houston. Texas, 
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and Miami, Florida. Land Mobile/UHF- 
TV Sharing Plan, 48 FCC 2d 360 (1974). 
In Paragraph 12 of that Report and 
Order, the Commission said, ", . . since 
all of the frequencies are to be available 
in all eligible radio services, the 
frequencies in which the first 
assignments are to be made do not 
necessarily set out the boundaries for 
frequency availability in a particular 
radio service. A new starting frequency 
may be assigned by the staff for any of 
the various groups when the frequencies 
available to it in sequence are 
exhausted. Also, should any group fail 
to use its assigned frequency, that base 
line may be moved.” Land Mobile/ 
UHF-TV Sharing Plan, supra, at. p. 364. 

2. The frequencies available in 
sequence in the Business Radio Service 
in Miami, Florida in the 470-512 MHz 
band are now occupied and are 
substantially loaded. Therefore, in 
accordance with Paragraph 12 of the 
Report and Order in Docket 18261, an 
additional starting point is being 
established. That starting frequency will 
be 470.3125/473.3125 MHz. Since there 
are only four pairs of frequencies 
available beginning at 470.3125/473.3125 
MHz, we are also reallocating seven 
additional pairs starting at 471.2625/ 
474.2625 MHz. Assignments will be 
made sequentially until all contiguous 
channels are occupied. 

3. This action is taken pursuant to the 
authority contained in Section 4(i) of the 
Communications Act of 1934, as 
amended, and to authority delegated by 
the Commission in the Fifth Report and 
Order in Docket 18261 previously cited. 
The amendment to § 90.311(b)(4) is for 
conformity with substantive matters 
which were previously decided in the 
Fifth Report and Order and which are 
being implemented herein. Therefore, 
compliance with the prior notice 
requirements prescribed by 5 USC 553 is 
unnecessary. 

4. Accordingly, It Is Ordered, That 
effective August 30.1979, § 90.311(b)(4) 
of the Commission’ Rules is amended as 
shown in the attached Appendix. 

(Secs. 4. 303. 48 stat., as amended. 1066.1082; 
47 U.S.C. 154. 303.) 

Carlos V. Roberts, 

Chief. Private Radio Bureau. 

Appendix 

Part 90 of Chapter I of Title 47 of the 
Code of Federal Regulations is amended 
as follows: 

Section 90.311(b)(4) is amended to 
read: 

§ 90.311 Frequencies. 
***** 

(b) * * • 


(4) Base station frequencies for the 
Business Radio Service will be assigned 
serially beginning at 470.3125, 471.2625, 
and 472.3625 MHz for Miami, 483.6125 
and 483.1375 MHz for Dallas, and 
489.6625 MHz and 490.3625 MHz for 
Houston and progressing, a channel at a 
time from those points. Mobile station 
frequencies are 3 MHz higher than the 
corresponding base station frequencies. 
Normally, each channel shall be 
substantially Filled before the next 
channel is assigned. 
***** 

[FR Doc. 79-25361 Filed 6-23-79; 8:45 am] 

BILLING CODE 6712-01-M 


47 CFR—Part 90 

[PR Docket No. 79-192] 

One-Way Radio Paging in the Special 
Emergency Radio Service 

agency: Federal Communications 
Commission. 

ACTION: Order suspending conversion 
date. 

summary: Order suspending January 1, 
1980, date for conversion of paging 
operations in the Special Emergency 
Radio Service to paging only 
frequencies. 

EFFECTIVE DATE: August 1, 1979. 
addresses: Federal Communications 
Commission. Washington, D.C. 20554. 
FOR FURTHER INFORMATION CONTACT: 
Richard Taube, Private Radio Bureau 
(202) 632-6497. 

In the matter of amendment of Part 90 
of the Commission’s rules regarding one¬ 
way radio paging in the Special 
Emergency Radio Service. PR Docket 
No. 79-192. Order suspending 
conversion date. 

Adopted: August 15,1979. 

Released: August 16,1979. 

By the Chief, Private Radio Bureau. 

1. This action concerns Section 90.55 
of the Commission’s Rules. This rule 
section requires, in part, that effective 
January 1 , 1980, all paging operations in 
the Special Emergency Radio Service 
must be converted to frequencies 
provided exclusively for radio paging 
operations. 

2. For reasons set forth in a Notice of 
Proposed Rulemaking in the above 
matter in PR Docket 79-192, as 
published elsewhere in this Federal 
Register edition, the Commission has 
suspended effective August 1 , 1979, the 
January 1 , 1980, paging conversion date. 
The suspension action is taken pending 
resolution of frequency allocation 


proposals and other related matters in 
the rulemaking proceeding. 

3. Accordingly, pursuant to authority 
contained in Section 0.331 of the 
Commission’s Rules, the Chief, Private 
Radio Bureau, Orders That the 
conversion date of January 1 , 1980, as 
set forth in Section 90.55 of the 
Commission’s Rules is hereby 
suspended. 

Carlos V. Roberts, 

Chief. Private Radio Bureau . 

(FR Doc. 79-28488 Filed 8-23-79; 8:45 am] 

BILLING CODE 8712-01-* 


INTERSTATE COMMERCE 
COMMISSION 

49 CFR Part 1056 

Transportation of Household Goods In 
Interstate or Foreign Commerce; 
Notice of Reinstitution of Reasonable 
Dispatch Requirement 

agency: Interstate Commerce 
Commission. 

action: Reinstitution of rules. 

SUMMARY: By Notice served June 29, 
1979, the Commission “temporarily 
relieved” household goods carriers of 
their obligations to provide service with 
reasonable dispatch. This action was 
taken in recognition of the severely 
adverse conditions under which the 
carriers were then operating as a result 
of the independent truckers work- 
stoppage and the critical nationwide 
shortage of diesel fuel and gasoline. The 
independent truckers work-stoppage 
was discontinued during the latter part 
of July and the availability of fuel has 
ceased to be a critical problem. 
Numerous complaints from shippers 
allege that irreparable harm is resulting 
from the carriers’ failure to provide 
service as agreed or to give proper 
timely notice of delays in providing 
service. After consideration of the 
improved operating conditions available 
to the carriers and the continuing 
adverse impact on shippers, the 
Commission is reinstituting the 
reasonable dispatch requirements to 
apply on all household goods shipments 
booked on or after the effective date of 
this notice. 

effective date: August 29.1979. 

FOR FURTHER INFORMATION CONTACT: 

Joel E. Bums, (202) 275-7849. 
SUPPLEMENTARY information: On June 
29,1979 (44 FR 40068, July 9.1979), the 
Commission, in response to the fuel 
crisis and the strike by independent 
owner-operators, temporarily relieved 
household goods carriers of their 
obligation to perform transportation 
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with reasonable dispatch as required by 
49 CFR 1056.1(c) and 49 CFR 1056.12(a). 
Since that time the labor disruption has 
ended and the severity of the fuel 
shortage has lessened. 

The Commission has received 
numerous complaints from consumers 
that relaxation of the reasonable 
dispatch regulations has adversely 
affected the quality of service provided 
by household goods carriers. Many 
shippers allege that they have suffered 
irreparable harm from carriers’ failure to 
provide contracted services or to 
promptly notify shippers of impending or 
actual delays. 

Representatives of the industry and of 
consumer organizations attended an 
informal conference on August 6,1979, 
to discuss the effect of suspension of the 
reasonable dispatch regulations. 
Information gathered at that conference 
indicates that reinstitution of the 
regulations is required. 

Accordingly, it is ordered that the 
reasonable dispatch regulations 
appearing at 49 CFR 1056.1(c) and 49 
CFR 1056.12(a), be reinstituted. This 
order will become effective August 24, 
1979. 

These regulations as reinstituted will 
apply only to interstate household goods 
shipments booked on or after the 
effective date of this notice. 

Dated: August 20.1979. 

By the Commission: Chairman O’Neal. Vice 
Chairman Stafford, Commissioners Gresham. 
Clapp. Christian, Trantum and Gaskins. 
Agatha L. Mergenovich, 

Secretary . 

|KR Doc. 79-26463 Piled 8-23-79; 8:45 amj 

BILLING CODE 7035-01-M 
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Proposed Rules 


Federal Register 
Vol. 44. No. 166 
Friday. August 24. 1979 


This section of the FEDERAL REGISTER 
contains notices to the public of the 
proposed issuance of rules and 
regulations. The purpose of these notices 
is to give interested persons an 
opportunity to participate in the rule 
making prior to the adoption of the final 
rules. 


OFFICE OF PERSONNEL 
MANAGEMENT 

[5 CFR Part 831] 

Retirement 

agency: Office of Personnel 
Management. 

action: Proposed rulemaking. 

summary: The proposed change in 
rulemaking will allow a law 
enforcement officer or firefighter who 
satisfies the initial direct transfer 
requirement from a basic law 
enforcement/firefighter covered position 
to a supervisory/administrative covered 
position, to separate, or enter a non-law 
enforcement/firefighter covered 
position, and still resume special 
retirement coverage upon subsequent 
reentry in'another supervisory/ 
administrative covered position. 
date: Comments must be received on or 
before October 23.1979. 
address: Send comments to Craig B. 
Pettibone. Chief, Office of Policy 
Development and Technical Services, 
Compensation Group, Retirement and 
Insurance, Room 4351, Office of 
Personnel Management, 1900 E Street, 
NW.. Washington, D.C. 20415. 

FOR FURTHER INFORMATION CONTACT: 
Jane Lohr. phone 202-632-4634. 
SUPPLEMENTARY INFORMATION: The 
Office of Personnel Management 
proposes a change in the regulations 
implementing title 5, United States Code, 
section 8336(c) as amended by Public 
Law 93-350, which provides for the early 
retirement of Federal law enforcement 
and firefighter personnel at age 50 after 
20 years of qualifying service. The 
definitions of law enforcement officer 
and firefighter are broad in that they 
provide the early retirement coverage 
for such employees who transfer to 
administrative and supervisory 
positions. The current regulations 
governing the early retirement coverage 
require that supervisory/administrative 
service counts for early retirement only 
if the employee transfers directly from a 


basic position (or from one in which he/ 
she already had coverage, i.e.. another 
supervisory/administralive position). 
This regulation creates problems in that 
a law enforcement officer or firefightef 
who is in a covered supervisory or 
administrative position could leave 
Government because of RIF, personnel 
illness, agency relocation, etc. If he/she 
later returned to the same or a similar 
supervisory/administrative job. the 
retirement coverage of section 8336(c) 
would not be restored. The individual 
would have to return to a basic position 
to reactivate the early retirement 
coverage. Under the proposed 
regulations a law enforcement officer 
and/or firefighter who has transferred 
from a basic to a supervisory and/or 
administrative section 8336(c) covered 
position shall be deemed to have met 
the transfer requirement for all 
subsequent employment in supervisory 
and/or administrative section 8336(c) 
positions. Changes do not apply to any 
period of reemployment of an annuitant 
retired under title 5. United States Code, 
section 8335(b) or section 8336(c). 

Such reemployed annuitant, with a 
break of more than three days in 
service, is considered not to be in a 
covered section 8336(c) supervisory 
and/or administrative position. 

Office of Personnel Management 
Beverly M. Jones, 

Issuance System Manager. 

Accordingly, the Office of Personnel 
Management proposes to amend 5 CFR 
Part 831 by adding a new paragraph (d) 
to § 831.903 and a new paragraph (c) to 
§ 831.904, as set out below: 

§ 831.903 Law Enforcement Officer. 

(d) A law enforcement officer, as 
defined in section 8331(20) of title 5. 
United States Code, who has transferred 
to a position identified by paragraph (c) 
of this section, under the conditions 
described in this paragraph, shall be 
deemed to have met the transfer 
requirements for all subsequent 
employment in supervisory and/or 
administrative law enforcement 
positions, except for any period of 
reemployment as an annuitant of an 
individual retired under title 5, United 
States Code, section 8335(b) or section 
8336(c). 

§831.904 Firefighter. 


(c) A firefighter, as defined in section 
8331(21). of title 5, United States Code, 
who has transferred to a position 
identified by paragraph (b) of this 
section, under the conditions described 
in this paragraph, shall be deemed to 
have met the transfer requirements for 
all subsequent employment in 
supervisory and/or administrative 
firefighter positions, except for any 
period of reemployment as an annuitant 
of an individual retired under title 5. 
United States Code, section 8336(b) or 
section 8336(c). 

|FR Dot 7^-28443 Filed 8-23-79. 8:45 am| 

BILLING COOE 6325-01-M 


DEPARTMENT OF AGRICULTURE 

Food and Nutrition Service 

17 CFR Parts 210 and 2201 

National School Lunch Program and 
School Breakfast Program; Extension 
of Comment Period 

agency: Food and Nutrition Service, 
USDA. 

action: Extension of Comment Period. 

summary: Notice is hereby given that 
the period is extended for receipt of 
comments on the proposed rule, 
published July 6,1979 (44 FR 40004), 
establishing minimum nutritional 
standards for foods sold in competition 
with meals served in schools 
participating in the National School 
Lunch and School Breakfast Programs 
under the Child Nutrition Act of 1966. 
and the National School Lunch Act. The 
proposed rule identifies foods of 
minimal nutritional value and restricts 
their sale until after the last lunch 
period. 

The Department continues to receive 
a large volume of public comments. In 
view of ther number of comments 
received to date, and due to the complex 
nature of the competitive foods issue, 
the Department considers it to be in the 
public interest to continue receiving 
comments beyond the date originally 
established. Therefore, the public 
comment period will be extended for an 
additional 30 days to October 6,1979. 
The Department does not anticipate that 
this extension will result in any 
extension of the proposed rule’s 
effective date. 
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dates: To be assured of consideration, 
comments must be received on or before 
October 6,1979. 

ADDRESS: Comments should be sent to: 
Margaret O’K. Glavin, Director. School 
Programs Division, USDA, FNS, 
Washington, D.C. 20250, (202) 447-8130. 
FOR FURTHER INFORMATION CONTACT: 
Margaret O’K. Glavin, Director, School 
Programs Division, USDA, FNS, 
Washington. D.C. 20250, (202) 447-8130. 

(Sec. 17. P.L. 95-166. 91 Stat. 1345, (42 U.S.C. 
1779)) 

Dated: August 20.1979. 

Carol Tucker Foreman, 

Assistant Secretary for Food and Consumer 

Services. 

[FR Doc. 79-26228 Filed 8-23-79; 8:45 am) 

BILLING CODE 3410-30-41 


Animal and Plant Health Inspection 
Service 

[7 CFR Part 319J 

Foreign Quarantine Notices; Nursery 
Stock, Plants, and Seeds; Proposed 
Rulemaking; Extension of Comment 
Period 

agency: Animal and Plant Health 
Inspection Service, USDA. 
action: Proposed Rule; Extension of 
time for comment period. 

SUMMARY: On June 15,1979, the 
Department published in the Federal 
Register (44 FR 34856-34882) a proposal 
to revise “Subpail—Nursery Stock, 
Plants, and Seeds” (7 CFR 319.37 
through 319.28a) relating to prohibitions 
and restrictions on the importation of 
certain classes of nursery stock, and 
certain other classes of plants, roots, 
bulbs, seeds and other plant products. 
Written comments were to be received 
on or before September 13,1979. The 
comment period is hereby extended 
until October 1,1979. 
dates: Comments on the proposed 
regulation must be received on or before 
October 1,1979. 

address: Written comments should be 
submitted to the Hearing Officer. Plant 
Protection and Quarantine Programs. 
Animal and Plant Health Inspection 
Service, U.S. Department of Agriculture, 
Room 635, Federal Building. Hyattsville. 
MD 20782. 

FOR FURTHER INFORMATION CONTACT: H. 

V. Autry. 301-436-8247. 

SUPPLEMENTARY INFORMATION: The 

comment period was scheduled to 
expire September 13.1979. Since 
publication of the proposal, the 
Department has received a request by a 
trade association to extend the comment 


period to October 1,1979. This request is 
based on the assertion by the trade 
association that the additional time is 
necessary in order to complete 
discussions and make comments on the 
proposal. Since the Department is 
interested in receiving meaningful 
comments, these circumstances are 
considered sufficient justification for an 
extension of time originally allotted for 
filing comments. 

Done at Washington, D.C., this 21st day of 
August 1979. 

James O. Lee, Jr., 

Deputy Administrator. Plant Protection and 
Quarantine Programs. Animal and Plant 
Health Inspection Service. 

(FR Doc 79-28482 Filed 8-23-79:8:45 am) 

BILLING CODE 3410-34-M 


Agricultural Marketing Service 

(7 CFR Part 1064] 

(Docket No. AO-23-A52] 

Milk in the Greater Kansas City 
Marketing Area; Extension of Time for 
Filing Exceptions to the 
Recommended Decision on Proposed 
Amendments to Tentative Marketing 
Agreement and to Order 

agency: Agricultural Marketing Service, 
USDA. 

action: Extension of time for filing 
exceptions to proposed rule. 

summary: This notice extends the time 
for filing exceptions to a recommended 
decision concerning a proposed 
amended order regulating the handling 
of milk in the Greater Kansas City 
marketing area. Counsel for Associated 
Milk Producers, Inc. requested 
additional time to complete an analysis 
of the decision. 

date: Exceptions now are due on or 
before August 30,1979. 
address: Exceptions (four copies) 
should be filed with the Hearing Clerk, 
Room 1077, South Building, U.S. 
Department of Agriculture, Washington, 
D.C. 20250. 

FOR FURTHER INFORMATION CONTACT: 

Maurice M. Martin, Marketing 
Specialist, Dairy Division, Agricultural 
Marketing Service, U.S. Department of 
Agriculture. Washington. D.C. 20250 
(202-447-7183). 

SUPPLEMENTARY INFORMATION: 

Prior documents in this proceeding: 
Notice of hearing: Issued September 29. 
1978; published October 4,1978 (43 FR 
45881). 

Extension of time for filing briefs: 
Issued January 15,1979; published 
January 19.1979 (44 FR 3989). 


Recommended decision: Issued July 
24,1979; published July 30,1979 (44 FR 
44517). 

Notice is hereby given that the time 
for filing exceptions to the above listed 
recommended decision is hereby 
extended to August 30,1979. 

This notice is issued pursuant to the 
provisions of the Agricultural Marketing 
Agreement Act of 1937, as amended (7 
U.S.C. 601 et seq.) t and the applicable 
rules of practice and procedure 
governing the formulation of marketing 
agreements and marketing orders (7 CFR 
Part 900). 

Signed at Washington. D C., on August 20. 
1979. 

Irving W. Thomas, 

Acting Deputy Administrator. Marketing 
Program Operations. 

(FR Doc. 79-28390 Filed 8-23-79: 8:45 am) 

BILLING CODE 3410-02-M 

Rural Electrification Administration 

[7 CFR Part 1701] 

Electric Distribution Borrowers’ 
Financial and Statistical Report; 
Revision of Existing Bulletin 

agency: Rural Electrification 
Administration. 

action: Proposed Rule. 

summary: REA proposes to revise REA 
Bulletin 108-1, Electric Distribution 
Borrowers’ Financial and Statistical 
Report. The revised bulletin will provide 
REA and others with more accurate 
information, which can be used in 
analyzing the borrowers’ operations, 
especially conservation activities. 

date: Public comments must be received 
by REA no later than October 23.1979. 

address: Submit written comments to 
the Director. Electric Borrowers* 
Management Division. Rural 
Electrification Administration, Room 
3342, South Building. U.S. Department of 
Agriculture, Washington. D.C. 20250. 

FOR FURTHER INFORMATION CONTACT: 

Edward Moran, telephone (202) 447- 
3234. 

SUPPLEMENTARY information: Pursuant 
to the Rural Electrification Act, as 
amended (7 U.S.C. 901 et seq.), REA 
proposes to revise REA Bulletin 108-1. 
Electric Distribution Borrowers’ 

Financial and Statistical Report. 

Interested persons may obtain copies 
of .this proposed action from the address 
indicated above. All written 
submissions made pursuant to this 
action will be made available for public 
inspection during regular business 
hours, address, above. 
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General Summary of Changes 

We propose the following changes in 
Bulletin 106-1: 

1. Expanding the instructions to 
include the material covered in.File with 
RIIA Bulletin 108-1 dated December 22, 
1978. 

2. Identifying on a separate line other 
interest expense. 

3. Breaking down Notes and Accounts 
Payable into two items. 

4. Breaking down Sales for Resale into 
two items. REA Borrowers and Others. 

5. Separating Headquarters from 
General Plant. 

6. Obtaining new information with 
respect to Conservation Activities. 

7. Adding the instructions for 
completing OMB Form 40-R 4075, 
“Typical Monthly Bills for Electric 
Service.” 

8. Clarifying the instructions for 
preparing certain items on the Forms 7 
and 7a. 

The proposal has been reviewed 
under the USDA criteria established to 
implement Executive Order 12044, 
“Improving Government Regulations.” A 
determination has been made that this 
action should not be classified 
“significant” under those criteria. A 
Draft Impact Analysis has been 
prepared and is available from the 
Director. Electric Borrowers' 
Management Division, Rural 
Electrification Administration, Room 
3342, South Building. U.S. Department of 
Agriculture, Washington. D.C. 20250. 

Dated: August 17,1979. 

Robert W. Feragen, 

Administrator. 

|HR Doc. 79-28330 Filed 8-23-79; 8:45 urn) 

BILLING COOE 3410-15-M 

[7 CFR Part 1701] 

Operating Report—Power Supply 
Borrowers and Distribution Borrowers 
with Generating Facilities; Revision of 
Existing Bulletin 

agency: Rural Electrification 

Administration. 

action: Proposed rule. 

summary: REA proposes to revise REA 
Bulletin 108-2, Operating Report—Power 
Supply Borrowers and Distribution 
Borrowers with Generating Facilities. 
The bulletin was last revised in 1977 and 
at that time changed from a monthly to 
an annual report. We are now changing 
the format to provide yearly and/or 
year-to-date information with respect to 
load and demand data as well as certain 
labor and production data. We are 
requesting information which will 
enable REA to better analyze the 
borrowers’ Finances. 


date: Public comments must be received 
by REA no later than October 23.1979. 

address: Submit written comments to 
the Director, Electric, Borrowers' 
Management Division, Rural 
Electrification Administration, Room 
3342, South Building, U.S. Department of 
Agriculture, Washington. D.C. 20250. 

FOR FURTHER INFORMATION CONTACT: 

Edward Moran, telephone (202) 447- 
3234. 

supplementary information: Pursuant 
to the Rural Electrification Act. as 
amended (7 U.S.C. 901 et seq.), REA 
proposes to revise REA Bulletin 108-2, 
Operating Report—Power Supply 
Borrowers and Distribution Borrowers 
with Generating Facilities. 

Interested persons may obtain copies 
of proposed action from the address 
indicated above. All written 
submissions made pursuant to this 
action will be made available for public 
inspection during regular business 
hours, address above. 

General Summary' of Changes 

We propose the following changes in 
bulletin 108-2: 

a. Separating Investments in 
Associated Organizations—Other into 
General and Non-General Funds. 

b. Identifying as a separate item 
Interest Expense—Other. 

c. Revising operating hours and labor 
data for production plant from a 
monthly to a year-to-date basis. 

d. Replacing substation and demand 
data, formerly reported on a monthly 
format, with Demand and Energy at 
Power Sources and Metered Demand 
and Energy at Delivery Points. 

e. Clarifying the instructions for 
certain items on Forms 12a-h and 
providing a uniform heading for each of 
these forms. 

This proposal has been reviewed 
under the USDA criteria established to 
implement Executive Order 12044, 
“Improving Government Regulations.” A 
determination has been made that this 
action should not be classified 
“significant” under those criteria. A 
Draft Impact Analysis has been 
prepared and is available from the 
Director, Electric Borrowers 
Management Division. Rural 
Electrification Administration, Room 
3342, South Building, U.S. Department of 
Agriculture. Washington. D.C. 20250. 

Dated: August 17,1979. 

Robert W. Feragen, 

Administrator. 

|FR Doc. 79-26379 Filed 8-23-79:8:45 umj 

BILLING COOE 3410-15-M 


DEPARTMENT OF ENERGY 

Office of Energy Conservation and 
Solar Applications 

[10 CFR PART 430] 

Energy Conservation Program for 
Consumer Products; Energy Efficiency 
Standards for Nine Types of 
Consumer Products; Notice of 
Opportunity for Further Comment 

agency: Department of Energy. 
action: Notice of Opportunity for 
Further Comment. 

summary: By this notice the Department 
of Energy provides interested persons 
with an opportunity to submit further 
written comments to assist the 
Department in developing energy 
efficiency standards for nine types of 
consumer products. Comments were 
originally submitted in response to an 
advance notice of proposed rulemaking 
published January 2, 1979 (44 FR 49). 
date: Comments by October 23, 1979. 
address: Comments on this document 
to: U.S. Department of Energy Consumer 
Products Efficiency Branch Room 2221C, 
CAS-RM-78-110, 20 Massachusetts 
Avenue. N.W. Washington, D.C. 20461 
202 378-4814. 

FOR FURTHER INFORMATION CONTACT: 

James A. Smith U.S. Department of Energy, 
Office of Conservation & Solar 
Applications. Mail Station 2221C, 20 
Massachusetts Avenue, NW., Washington 
D.C. 20585. 202-376-4814. 

William J. Dennison, U.S. Department of 
Energy, Office of General Counsel, Mail 
Station 3224. 20 Massachusetts Avenue, 
NW.. Washington. D.C. 20585, 202-370- 
4100. 

supplementary information: Section 
325 of the Energy Policy and 
Conservation Act (Pub. L. 94-163), as 
amended by section 422 of the National 
Energy Conservation Policy Act (Pub. L 
95-619), requires that the Department of 
Energy (DOE) prescribe energy 
efficiency standards for nine types of 
consumer products no later than 
December 1980. The nine types of 
products include refrigerators and 
refrigerator-freezers, freezers, clothes 
dryers, water heaters, room air 
conditioners, home heating equipment 
(not including furnaces), kitchen ranges 
and ovens, central air conditioners, and 
furnaces. On January 2,1979 (44 FR 49). 
DOE published an advance notice of 
proposed rulemaking which solicited 
comments from interested persons to 
assist DOE in this undertaking. 
Comments were to be submitted to DOE 
by March 5.1979. 

Because some respondents have 
indicated a desire to have a further 
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opportunity to provide data, views and 
arguments in response to the advance 
notice. DOE has determined to provide 
interested persons an opportunity to 
submit further written comments in 
response to the advance notice, by 
October 23,1979. 

Comments are invited to submit data, 
views and arguments either individually 
or in aggregated format, which 
aggregation for DOE's purposes may be 
performed by trade associations or other 
groups at commenters’ discretion, in 
accordance with applicable antitrust 
laws. Any questions regarding the tupe 
of aggregation which would be useful to 
DOE should be directed to James A. 
Smith at the address given above. 

Comments should be identified on the 
outside of the envelope, and on 
documents submitted to DOE, with the 
designation, “Energy Efficiency 
Standards for Consumer Products.*’ If 
possible, fifteen copies should be 
submitted, but this is not a requirement 
for submitting comments. 

Pursuant to the provisions of 10 CFR 
1004.11. any person submitting 
information which he or she believes to 
be confidential and exempt by law from 
public disclosure should submit one 
complete copy, and fifteen copies from 
which information claimed to be 
confidential has been deleted. In 
accordance with the procedures 
established at 10 CFR 1004.11, DOE shall 
make its own determination with regard 
to any claim that information submitted 
be exempted from public disclosure. 

All comments received on or before 
October 23,1979 will be considered by 
DOE in developing the proposed 
standards. 

Issued in Washington. D.C., August 17, 

1979. 

Omi G. Walden, 

Assistant Secretary, Conservation and Solar 
Applications. 

(FR Doc. Tft-26392 Filed ft-23-79: 9:45 am} 

BILLING COOL 6450-01-M 


DEPARTMENT OF LABOR 

Employment and Training 
Administration 

120 CFR Part 6551 

Labor Certification Process for the 
Temporary Employment of Aliens in 
Agriculture: Adverse Effect Wage Rate 
for Arizona; Proposed Rulemaking 

agency: Employment and Training 
Administration, Labor. 
action: Proposed rulemaking. 

summary: The Department of Labor 
proposes to publish annually an adverse 


effect wage rate for the State of Arizona, 
that is, the minimum wage rate which 
the Department has determined must be 
offered and paid by the employers of 
nonimmigrant alien agricultural workers 
in the State of Arizona. The adverse 
effect wage rate for Arizona will be 
established and set to prevent the 
employment of these aliens from having 
an adverse effect on the wages of 
similarly employed United States 
workers. 

dates: Interested persons are invited to 
submit written comments on this 
proposed regulation on or before 
September 24,1979. The comment period 
is being limited to 30 days due to the 
imminent harvest season in Arizona. A 
longer period would delay the effect of 
the adverse effect wage rate on crop 
activities in that State. 
address: Send Written Comments To: 
Mr. William B. Lewis, Administrator, 

U.S. Employment Service, Employment 
and Training Administration, U.S. 
Department of Labor, Room 8000— 
Patrick Henry Building. 601 “D” Street 
NW., Washington, D.C. 20213. 

FOR FURTHER INFORMATION CONTACT: 

Mr. Aaron Bodin, Chief, Division of 
Labor Certification, Office of Technical 
Support U.S. Employment Service, 
Employment and Training 
Administration. U.S. Department of 
Labor, Room 8410—Patrick Henry 
Building, 601 “D” Street, NW., 
Washington, D.C. 20213. Telephone: 202- 
376-6295. 

SUPPLEMENTARY INFORMATION: 

Introduction 

1. The Employment and Training 
Administration (ETA) of the Department 
of Labor (DOL) is proposing to amend its 
regulations at 20 CFR 655.207(b)(2) to 
add the State of Arizona to the list of 
States for which the Administrator, U.S. 
Employment Service, must compute and 
publish annually an adverse effect wage 
rate for the temporary employment of 
nonimmigrant aliens in agricultural 
occupations. DOL’s regulations for the 
certification of temporary employment 
of nonimmigrant aliens are issued 
pursuant to the immigration and 
Naturalization Service (CMS) regulations 
at 8 CFR 214.2(h)(3)(i). set forth in 
pertinent part below: 

Either a certification from the Secretary of 
Labor or his designated representatives 
stating that qualified persons in the United 
States are not available and that the 
employment of the beneficiary will not 
adversely affect the wages and working 
conditions of workers in the United States 
similarly employed, or a notice that such 
certification cannot be made shall be 
attached to every nonimmigrant visa petition 
to accord an alien a classification under 


Section 101(a)(15)(H)(ii) of the (Immigration 
and Nationality] Act. (8 U.S.C. 
1101(a)(15)(H)(ii).) 

Temporary Alien Employment 
Certification Process 

2. Whether to grant or deny a 
nonimmigrant visa petition under 8 
U.S.C. 1101(a)(15)(H)(ii) is solely the 
decision of INS. It is INS policy, 
however, as expressed in its above- 
quoted regulation, that, before INS will 
grant or deny such a visa, it first 
requests DOL to advise INS with respect 
to two issues: 

(a) Whether there are a sufficient 
number of able, willing, and qualified 
U.S. workers available to do the work 
proposed to be done by the alien; and 

(b) Whether the employment of the 
alien will adversely affect the wages 
and working conditions of similarly 
employed U.S. workers. 

3. If DOL determines that there are no 
able, willing, qualified, and available 
U.S. workers, and that the employment 
of the alien will not adversely affect 
similarly employed U.S. workers. DOL 
advises INS of these findings, by issuing 
a temporary labor certification. The 
employer proposing to use the alien for 
temporary work then attaches the 
certification as part of the alien’s visa 
petition, pursuant to 8 CFR 214.2(h)(3)(i). 

4. If DOL cannot make one or both of 
the above findings, DOL so advises INS. 
DOL may be unable to make the two 
required findings for any of one or more 
reasons, including, but not limited to: 

(a) The employer seeking the 
temporary labor certification on behalf 
of the alien has not submitted a proper 
temporary labor certification 
application, or has not followed the 
proper procedural steps. 

(b) The employer has not met its 
burden of proof under section 291 of the 
INA (8 U.S.C. 1361), that is, the employer 
has not submitted sufficient evidence of 
attempts to obtain available U.S. 
workers, and/or the employer has not 
submitted sufficient evidence that the 
wages and working conditions which 
the employer i9 offering will not 
adversely affect the wages and working 
conditions of similarly employed U.S. 
workers. With respect to the burden of 
proof, 8 U.S.C. 1361 states, in pertinent 
part that: 

Whenever any person makes application 
for a visa or any other document required for 
-entry, or makes application for admission, or 
otherwise attempts to enter the United States, 
the burden of proof shall be upon such person 
to establish that he is eligible to receive such 
visa or such document, or is not subject to 
exclusion under any provision of this 
Act. • * • 
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(c) DOL through its own knowledge 
and experience, finds that U.S. workers 
are available and/or that an adverse 
effect on similarly employed U.S. 
workers will result, and the employer 
has not met the burden of rebutting 
DOL’s finding or findings. 

Department of Labor Regulations 

5. DOL has published regulations at 20 
CFR Part 655, Subpart C, governing the 
labor certfication process for the 
temporary employment of nonimmigrant 
aliens in the United States in 
agricultural and logging occupations. 

Part 655 was promulgated pursuant to 
the Immigration and Naturalization 
Service (INS) regulations at 8 CFR 
214.2(h)(3)(i), quoted above. 

6. The regulations in 20 CFR Part 655, 
Subpart C, set forth the factfinding 
process designed to develop information 
sufficient to support the granting or 
denial of a temporary agricultural labor 
certification. They describe the potential 
of the Federal-State system of public 
employment offices for assisting 
employers in finding available U.S. 
workers, and how this process is utilized 
by DOL as a partial basis of information 
for the certification determination. See 
also 20 CFR Parts 602, 621, 651-654, and 
656-658. 

7. Part 655 also sets forth the 
responsibilities of employers who desire 
to employ nonimmigrant aliens in 
temporary agricultural and logging jobs. 
Such employers are required to 
demonstrate that they have attempted to 
recruit U.S. workers through advertising, 
through the Federal-State public 
employment service system, and by 
other specified means. The purpose is to 
assure an adequate test of the 
availability of U.S. workers to perform 
the work, and to insure that aliens are 
not employed under conditions 
adversely affecting the wages and 
working conditions of similarly 
employed U.S. workers. 

Adverse Effect Wage Rates 

8. Under 20 CFR 655.207. the 
Administrator, United States 
Employment Service (USES), must 
annually publish adverse effect wage 
rates for various named States. Adverse 
effect wage rates set forth the minimum 
wages which an employer applying for a 
temporary alien labor certification must 
offer and pay to aliens and similarly 
employed U.S. workers in order to 
ensure that the wages of the U.S. 
workers are not adversely affected. An 
adverse effect wage rate is either the 
prevailing wage for the occupation or a 
somewhat higher wage computed by 
methodology at 20 CFR 655.207(b). 


9. The Secretary of Labor has the 
authority to set such a rate. See Florida 
Sugar Cane League v. Usery, 531 F. 2d 
299 (5th Cir. 1976); and Williams v. 
Usery, 531 F. 2d 305 (5th Cir. 1976), cert, 
denied. 429 U.S. 1000. 

10. The adverse effect wage rate is 
designed to insure that the wage rates of 
similarly employed U.S. workers will not 
be adversely affected by the importation 
of low-paid temporary foreign labor. 

11. Adverse effect wage rates apply 
only to those employers who are seeking 
to import temporary foreign labor into 
the United States. Employers applying 
for temporary labor certifications must 
agree to comply with all employment- 
related laws, however. 20 CFR 
655.203(b). If the employment is covered 
by any Federal, State, or local minimum 
wage law, the employer must comply 
with that law. See, e.g., 29 U.S.C. 
206(a)(5). Thus, a worker in employment 
under the temporary alien labor 
certification program which is covered 
by both and adverse effect wage rate 
and a minimum wage law must be 
compensated at the highest of the 
applicable wage rates. 

12. It should be noted that in 1977, 
DOL conducted a series of hearings 
relating to the establishment of the 
regulations at 20 CFR Part 655, Subpart 
C. See 43 FR 10305 (March 10.1978); 42 
FR 27261 (May 27.1977); 42 FR 22378 
(May 3,1978); and FR 421819 (March 25. 
1977); see also Agricultural Labor 
Certification Programs and Small 
Business: Hearings Before the Senate 
Select Committee on Small Business, 
Part I, 95th Cong., 1st Sess. 38 (statement 
of William B. Lewis. Administrator, 
United States Employment Service) 
(December 20,1977). In that series, 
hearings were held around the country, 
and employers, workers, and other 
parties commented on the regulations, 
commenting fully on the general issues 
surrounding adverse effect wage rates. 

13. Separate adverse effect wage rates 
currently are published annually by the 
Administrator, U.S. Employment Service 
(USES), for agricultural employment in 
the six New England States. New York, 
Maryland, Texas, Virginia, West 
Virginia, and for employment in the 
sugar cane industry in Florida. 20 CFR 
655.207(b) (1978); see also 44 FR 32209 
(June 5,1979). A notice of proposed 
rulemaking was published in the Federal 
Register on June 5,1979, proposing to 
add Colorado to this list. 44 FR 32233. 
The addition of Colorado is made, 
therefore, in the rule proposed below. 
The rates in all States are either the 
prevailing wage rate or a somewhat 
higher wage rate. Adverse effect wage 
rates for all States have been computed 
under a methodology which has been 


published numerous times in the Federal 
Register. See, e.g., 41 FR 25018 (June 22, 
1976); and 43 FR 10310 (March 10,1978). 

14. While the Administrator, USES, is 
required to publish adverse effect wage 
rates for only those States listed in 20 
CFR 655.207(b)(2), DOL, has computed, 
for a number of years, rates for the 48 
contiguous States, including Arizona, 
according to the published methodology. 
The rates were not published, since the 
numbers of applications for temporary 
employment of aliens in agriculture had 
been relatively low in those States. At 
one time, the rates for the 48 contiguous 
States, including Arizona, were 
published under the regulations in force 
prior to promulgation of Part 655, 
Subpart C. 20 CFR 602.10b(a)(l) (1971); 
35 FR 12394 (August 4.1970). 

Adversely Affected Employment in the 
State of Arizona 

15. DOL has found that the 
employment of nonimmigrant aliens in 
the State of Arizona has had and will 
continue to have an adverse effect on 
the wages of similarly employed United 
States workers, unless the employers of 
these aliens are required to offer and to 
pay their workers an adverse effect 
wage rate. 

16. The use of undocumented alien 
workers in agriculture in Arizona is 
substantiated by records of INS. 
Additionally, agricultural employers 
filed sworn documents with the United 
States District Court for the District of 
Arizona, as plaintiffs in the case of 
Goldmar v. Marshall, Civil Action No. 
79-236-PHX (Complaint filed, March 30, 
1979), attesting to the fact that the bulk 
of their labor force in citrus crops 
consists of undocumented nonimmigrant 
alien workers. 

17. For the 1979 harvest, some 
agricultural employers in Arizona have 
already begun seeking certifications to 
employ nonimmigrant aliens 
temporarily. In such applications for 
certifications filed for the 1978 harvest 
season, employers were offering 
workers a wage of $3.13 per hour for 
agricultural employment. For the 1979 
harvest season, however, Arizona 
agricultural employers are offering only 
$2.90 per hour, the federal Fair Labor 
Standards Act minimum wage. 29 U.S.C. 
206(a)(1) and (a)(6). Clearly, therefore, 
the employment and potential 
employment of nonimmigrant alien 
workers has and will continue to 
depress and otherwise adversely affect 
the wages of similarly employed U.S. 
workers. 

18. DOL recently has received 
requests for information from some 
Arizona employers regarding 
certification of the temporary 
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employment of nonimmigrant aliens in 
agricultural occupations. Without a 
formally established adverse effect 
wage rate, it is anticipated that many of 
these nonimmigrant aliens would be 
employed at wages close to or below the 
Federal minimum wage. As expressed in 
the mandate from Congress (8 U.S.C. 
1101(a)(15)(H)(ii)), in the policy of INS (8 
CFR 214.2(h)(ij), and in the policy of 
DOL (20 CFR 655.0(e)), employers must 
use. wherever possible, U.S. workers 
rather than aliens. 

Where temporary alien workers are 
admitted, the terms and conditions of their 
employment must not result in a lowering of 
the terms and conditions of domestic workers 
similarly employed. 

20 CFR 655.0(e); 43 FR 10312 (March 
10,1978). 

19. If Arizona employers seeking 
nonimmigrant aliens for temporary 
agricultural labor offer those aliens, or 
U.S. workers, wages below the adverse 
effect wage rate, DOL will determine 
that similarly employed U.S. workers 
will be adversely affected. The wages 
offered and afforded to temporary aliens 
and to U.S. workers by specific 
agricultural employers in Arizona, will 
be compared to the established adverse 
effect wage rate. If it is concluded that 
an adverse effect would result, the 
ultimate determination of availability of 
U.S. workers cannot be made. U.S. 
workers cannot be expected to accept 
employment under conditions below the 
established adverse effect levels. 20 CFR 
655.0(d). 

1979 Arizona Adverse Effect Wage Rate 

20. It is anticipated that the rate for 
1979 would be $3.67 per hour. The 
methodology for computing this wage is 
the same as that used for determining 
past years’ adverse effect wage rates for 
the States now listed in 20 CFR 
655.207(b)(2). DOL has determined that 
the methodology can be used to 
construct adverse effect wage rates in a 
way that is reasonable, cost effective, 
and geared as much as possible to the 
reality of agricultural crops, areas, and 
existing wage factors. 

21. As stated above. DOL has 
computed, for a number of years, a 
statewide adverse effect wage rate for 
Arizona based on U.S. Department of 
Agriculture (USDA) computed statewide 
annual average wage rates for Arizona 
agricultural workers, and on the 
methodology published at 20 CFR 
655.207 and at 43 FR 10310 (March 10. 
1978). The adverse effect wage rates for 
agricultural employment in Arizona, 
computed for the current year and for 
the preceding five years are shown in 
the table below. 


Annual Adverse Effect Wage Rates: Arizona 


Y~ 

Rate 

Percentage 

Increase 

1979 


$3.67 

+ 17.3 
♦ 11.0 
+5.8 
+7.7 

1978... 


3.13 

1977... 


2.82 

1976... 


. 2.67 

1975... 

* 

.. 2.48 

♦ 11.2 

1974... 


Z23 


22. For the above reasons, DOL 
proposes to annually compute and 
publish an adverse effect wage rate for 
agricultural employment in the State of 
Arizona. 

Development of Proposed Regulations 

23. This proposed rulemaking 
document was prepared under the 
direction and control of: 

Mr. William B. Lewis, Administrator, U.S. 
Employment Service, Employment and 
Training Administration, U.S. Department of 
Labor, Washington, D.C. 

Regulatory Impact 

24. The proposed rulemaking 
implements the existing procedures to 
add new States to 20 CFR 655.207(b)(2). 
Because the financial and other impact 
of this proposed regulation is less than 
specified in DOL's criteria, the effect of 
the proposed regulation is not so major 
as to require the preparation of a 
regulatory analysis. See 44 FR 5576 
(January 26,1979). 

Proposed Rule 

25. Accordingly, it is proposed to 
revise § 655.207(b)(2) of Part 655 of 
Chapter V, Code of Federal Regulations, 
to read as follows: 

§ 655.207 Adverse Effect Rates. 
***** 

(b) * * * 

(2) List of States. Arizona, Colorado, 
Connecticut, Maine. Maryland, 
Massachusetts, New Hampshire, New 
York, Rhode Island, Texas, Vermont* 
Virginia, and West Virginia. Other 
States may be added as appropriate. 
***** 

(Secretary of Labor’s Order No. 4-75, 40 FR 
18515) 

Signed at Washington. D C., this 17th day 
of August, 1979. 

Ernest G. Green. 

Assistant Secretary for Employment and 
Training. 

(FR Doc 7&-28410 Filed 8-23-79; &45 unj 

BILLING COOL 4610-30-M 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Food and Drug Administration 

[21 CFR Part 1002] 

[Docket No. 79N-O260) 

Records and Reports; Applicability of 
Requirements to Manufacturers of 
Radiofrequency (RF) Sealers and 
Electromagnetic (EM) Induction 
Heating Equipment 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is proposing to 
add radiofrequency (RF) sealers and 
electromagnetic (EM) induction heating 
equipment to the listing of electronic 
products for which manufactuers are 
required to submit initial reports, annual 
reports, and model change reports. The 
proposal would also require 
manufactuers to maintain certain 
records on these sealer and induction 
heater products. The agency is taking 
this action because available data 
support the contention that currently 
marketed RF sealers and EM induction 
heating equipment may present a health 
hazard to persons exposed to the 
products. 

dates: Written comments by October 
23,1979. 

ADDRESS: Written comments and any 
supporting documentation to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT. 
Richard S. Stemchak, Bureau of 
Radiological Health (HFX^60), Food 
and Drug Administration, Department of 
Health Education, and Welfare, 5600 
Fishers Lane, Rockville, MD 20857, 301- 
443-3426. 

SUPPLEMENTARY INFORMATION: FDA ha8 

obtained information indicating a need 
to evaluate a potential radiation hazard 
to humans. It involves use of RF sealers 
and EM induction heating equipment 
designed to emit electromagnetic 
radiation in the frequency range from 10 
megahertz (MHz) to 300 MHz for heating 
materials. Of particular concern are the 
industrial, scientific, and medical (ISM) 
frequency bands centered at 13.56 MHZ, 
27.12 MHZ. and 40.68 MHz. Health and 
safety personnel from various State and 
Federal agencies have conducted 
independent measurement surveys and 
have corroborated that RF sealers and 
EM induction heaters emit significant 
levels of unnecessary radiation in an 
uncontrolled manner. Institutional 
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groups in several countries have 
conducted research and testing. 

Although some experiments have 
produced inconclusive or negative 
results, others have indicated biological 
effects in laboratory animals exposed to 
these frequencies and levels of 
electromagnetic radiation. Concern 
exists because of the ability of the 
radiation to cause deep body heating 
and localized rises in tissue temperature 
that may result in cell death. Copies of 
the pertinent background data and 
information supporting the proposal are 
on file with the Hearing Clerk, Food and 
Drug Administration (address above). 

The agency is concerned that this 
electromagnetic radiation may cause 
similar biological effects in humans, 
and, therefore, presents a health hazard. 
Information is now needed on the design 
and emission characteristics of these 
sealers and heaters to help the Bureau 
evaluate the need for promulgating a 
radiation safety performance standard 
for the products. 

The proposed amendment would add 
to the specific product listing under 
§ 1002.61(c) (21 CFR 1002.61(c)) all RF 
sealers and EM induction heating 
equipment operating in the 10 MHz to 
300 MHz frequency range. It is intended 
to apply to products whose primary 
function is to heat materials controllably 
by emitting electromagnetic radiation 
within the specified frequency range. 
This rule would include all products 
used in industry where RF fields are the 
mechanism of energy tranfer in such 
processes as sealing, dielectric welding, 
fastening, fusing, molding, embossing, 
drying or gluing materials including, but 
not limited to. plastics, wood, paper, 
rubber, textiles, and fibers. Listing these 
products under § 1002.61(c) would in 
turn require the submission of initial 
reports under § 1002.10 (21 CFR 1002.10), 
annual reports under § 1002.11 (21 CFR 
1002.11), and model change reports 
under § 1002.12 (21 CFR 1002.12). In 
addition, manufacturers will be required 
to maintain certain records under 
§ 1002.30 (21 CFR 1002.30) and comply 
with the preservation and inspection of 
records provisions of § 1002.31 (21 CFR 
1002.31). Manufacturers of RF sealers 
and EM induction heaters currently are 
required by § 1002.20 (21 CFR 1002.20) to 
report any known injuries resulting from 
the products’ use to the Bureau of 
Radiological Health, Food and Drug 
Administration. This proposal would not 
affect that requirement. Initial reports on 
the products would be required to be 
submitted within 90 days of the effective 
date of this proposed amendment, or 
prior to introduction of a sealer or 
heater product into commerce, 


whichever is later (21 CFR 1002.10). This 
proposed rule is to become effective 30 
days after the date of publication of the 
final rule in the Federal Register. 

The Radiation Control for Health and 
Safety Act of 1968 gives the agency 
ample powers to require the records and 
reports which are the subject of this 
proposal. Section 360A(b) of the act (42 
U.S.C. 263i(b)) requires manufacturers of 
electronic products (including RF sealers 
and EM induction heating equipment) to 
establish and maintain records, make 
reports, and provide information that the 
agency reasonably requires to enable it 
to determine whether the manufacturers 
are complying with the act. Subsection 
(c) of that section requires 
manufacturers to make available to the 
agency performance data and other 
safety data as may be required for the 
agency to carry out the purposes of the 
act. 

The Food and Drug Administration 
has determined that this document does 
not contain an agency action covered by 
§ 25.1(b) (21 CFR 25.1(b)), and 
consideration by the agency of the need 
for preparing an environmental impact 
statement is not required. 

Therefore, under the Public Health 
Service Act, as amended by the 
Radiation Control for Health and Safety 
Act of 1968 (sec. 360A, 82 Stat. 1182- 
1184 (42 U.S.C. 263i)) and under 
authority delegated to the Commissioner 
of Food and Drugs (21 CFR 5.1), it is 
proposed that Part 1002 be amended in 
§ 1002.61 by adding new paragraph 
(c)(5), to read as follows: • 

§ 1002.61 List of specific product groups. 


(5) Radiofrequency (RF) sealers and 
electromagnetic (EM) induction heating 
equipment that operate in the frequency 
range from 10 megahertz to 300 
megahertz. 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m., Monday through 
Friday. 

In accordance with Executive Order 
12044, the economic effects of this 
proposal have been carefully analyzed, 
and it has been determined that the 
proposed rulemaking does not involve 


major economic consequences as 
defined by that order. A copy of the 
regulatory analysis assessment 
supporting this determination is on file 
with the Hearing Clerk, Food and Drug 
Administration. 

Dated: August 15.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 79-26033 Filed 8-23-79:8:45 am) 

BILLING CODE 4110-03-41 


DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 

Office of Assistant Secretary for 
Housing - Federal Housing 
Commissioner 

[24 CFR Part 2321 
[Docket No. R-79-703] 

Nursing Homes and Intermediate Care 
Facilities Mortgage Insurance; 
Eligibility Requirements Definitions 

agency: Department of Housing and 
Urban Development (HUD). 
action: Proposed rule. 

summary: This proposed rule amends 
Part 232 to allow mortgage insurance for 
additional facilities for non-resident 
care of elderly individuals and others 
who are able to live independently but 
who require care during the day. 
COMMENTS due: October 23.1979. 
addresses: Send comments to: Rules 
Docket Clerk, Office of the General 
Counsel, Room 5218, Department of 
Housing and Urban Development. 451 
7th Street. SW., Washington. D.C. 20410. 
Comments submitted should refer to the 
above docket number and title. Copies 
of the comments will be available at this 
address for public inspection during 
regular business hours. 

FOR FURTHER INFORMATION CONTACT: 
Charles P. Storrs, Special Programs 
Branch. Multifamily Development 
Division. Room 6114, Department of 
Housing and Urban Development. 451 
7th Street, SW., Washington, D.C. 20410, 
(202) 755-6513 (This is not a toll-free 
number). 

SUPPLEMENTARY INFORMATION: Section 
312 of the Housing and Community 
Development Amendments of 1978, Pub. 
L. 95-557, amends section 232 of the 
National Housing Act to allow space for 
day care for the elderly and others in 
nursing homes and intermediate care 
facilities with HUD-insured mortgages. 
The purpose of day care for the elderly 
and others is to provide protective care 
and offer social contacts with others, 
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plus providing useful creative activities. 
Day care enables family members to 
work without having to worry about the 
elderly or other infirm left at home alone 
all day. Additionally, day care is a cost 
saving measure and can prevent 
premature, unnecessary 
institutionalization. 

A Finding of Inapplicability respecting 
the National Environmental Policy Act 
of 1969 has been made in accordance 
with HUD procedures. A copy of this 
Finding of Inapplicability will be 
available for public inspection during 
regular business hours in the Office of 
the Rules Docket Clerk at the above 
address. 

Accordingly, § 232.1 is amended by 
revising paragraphs (i), (j), and (k) to 
read as follows: 

§232.1 Definitions. 

***** 

(i) “Nursing Home” means a 
proprietary facility or a facility of a 
private non-profit corporation or 
association, licensed or regulated by the 
State (or if there is no State Law 
providing for such licensing and 
regulation by the State, by the 
municipality or other political 
subdivision in which the facility is 
located), for the accommodation of 
convalescent or other persons who are 
not acutely ill and not in need of 
hospital care but who require skilled 
nursing care and related medical 
including additional facilities for the 
non-resident care of elderly individuals 
and others who are able to live 
independently but who require care 
during the day, in which medical 
services are prescribed by, or are 
performed under general direction of 
persons licensed to provide such care or 
services in accordance with the laws of 
the State where the facility is located. 

(j) “Project” means a nursing home or 
intermediate care facility or combined 
nursing home and intermediate care 
facility which may include such 
additional facilities as may be 
authorized by the Secretary for the non¬ 
resident care of elderly individuals and 
others who are able to live 
independently but who require care 
during the day, and which have been 
approved by the Commissioner under 
provisions of this subpart. 

(k) “Intermediate Care Facility” 
means a proprietary facility or facility of 
a private non-profit corporation or 
association licensed or regulated by the 
State (or if there is no State law 
providing for such licensing and 
regulation by the State, by the 
municipality or other political 
subdivision in which the facility is 
located) for the accommodation of 


persons who because of incapacitating 
infirmities, require minimum but 
continuous care but are not in need of 
continuous medical or nursing services 
including additional facilities for the 
non-resident care of elderly individuals 
and others who are able to live 
independently but who require care 
during the day. 

***** 

(Sec. 7(d) Department of Housing and Urban 
Development Act (42 U.S.C. 3535(d).)) 

Issued at Washington, D.C. on August 14. 
1979. 

Lawrence B. Simons, 

Assistant Secretary for Housing-Federal 
Housing Commissioner. 

[FR Doc. 79-26357 Filed 6-23-79: S:45 am] 

BILLING CODE 42KMM-M 


DEPARTMENT OF THE TREASURY 
Internal Revenue Service 
[26 CFR Parts 1 and 7] 

ILR-168-76) 

Determination of Amounts at Risk with 
Respect to Certain Activities; Public 
Hearing on Proposed Regulations 

agency: Internal Revenue Service, 
Treasury. 

action: Public hearing on proposed 
regulations. 

summary: This document provides 
notice of a public hearing on proposed 
regulations relating to the determination 
of amounts at risk with respect to 
certain activities. 

dates: The public hearing will be held 
on September 27,1979, beginning at 
10:00 a.m. Outlines of oral comments 
must be delivered or mailed by 
September 13,1979. 
address: The public hearing will be 
held in the I.R.S. Auditorium, Seventh 
Floor, 7400 Corridor. Internal Revenue 
Building, 1111 Constitution Avenue, 

NW., Washington, D.C. The outlines 
should be submitted to the 
Commissioner of Internal Revenue, Attn: 
CC:LR:T (LR-168-70), Washington, D.C. 
20224. 

FOR FURTHER INFORMATION CONTACT: 

George Bradley or Charles Hayden of 
the Legislation and Regulations 
Division, Office of Chief Counsel. 

Internal Revenue Service, 1111 
Constitution Avenue, NW„ Washington, 
D.C. 20224. 202-566-3935, not a toll-free * 
call. 

SUPPLEMENTARY INFORMATION: The 

subject of the public hearing is proposed 
regulations under section 465 of the 
Internal Revenue Code of 1954. The 


proposed regulations appeared in the 
Federal Register for Tuesday. June 5, 

1979 at page 32235 (44 FR 32235). 

The rules of § 601.601(a)(3) of the 
“Statement of Procedural Rules” (28 
CFR Part 601) shall apply with respect to 
the public hearing. Persons who have 
submitted written comments within the 
time prescribed in the notice of 
proposed rulemaking and also desire to 
present oral comments at the hearing on 
the proposed regulations should submit 
an outline of the comments to be 
presented at the hearing and the time 
they wish to devote to each subject by 
September 13.1979. Each speaker will 
be limited to 10 minutes for an oral 
presentation exclusive of time consumed 
by questions from the panel for the 
Government and answers to these 
questions. 

Because of controlled access 
restrictions, attendees cannot be 
admitted beyond the lobby of the 
Internal Revenue Building until 9:45 a.m. 

An agenda showing the scheduling of 
the speakers will be made after outlines 
are received from the speakers. Copies 
of the agenda will be available free of 
charge at the hearing. 

This document does not meet the 
criteria for significant regulations set 
forth in paragraph 8 of the Treasury 
Directive appearing in the Federal 
Register for Wednesday, November 8. 
1978. 

By direction of the Commissioner of 
Internal Revenue: 

Robert A. Bley, 

Director. Legislation and Regulations 
Division. 

|FR Doc. 79-26485 Filed 6-23-79; 8:45 am) 

BILLING CODE 4830-01-M 


[26 CFR Part 531 

[EE-162-781 

Taxes on Excess Business Holdings; 
Proposed Rule 

Correction 

A FR Doc. 79-25388, appearing on 
page 47958, in the issue of Thursday, 
August 16.1979. in the first column, 
under the heading “Dates”, the last 
sentence should be corrected to read: 
“written comments.to the modifications 
set forth in this notice must be delivered 
or mailed by October 15,1979.” 

BILUNG CODE 1505-01-M 
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POSTAL SERVICE 

[39 CFR Part 111] 

Preparation of Bulk Mailings; 

Extension of Comment Period 

agency: U.S. Postal Service. 
action: Extension of time for comments. 

summary: This notice extends the time 
for filing comments on proposed revised 
regulations relating to the preparation of 
bulk mailings. 

date: Comments must be received on or 
before August 31.1979. 
address: Written comments should be 
addressed to: Director, Office of Mail 
Classification, U.S. Postal Service, 475 
L’Enfant Plaza West, SW.. Washington. 
D.C. 20260. Copies of all written 
comments received will be available for 
public inspection and photocopying 
between 9 A.M. and 4 P.M., outside 
room 1610, 475 L'Enfant Plaza West, 

SW., Washington. DC 20260. 

FOR FURTHER INFORMATION CONTACT: 
Ernest Collins. Office of Mail 
Classification. U.S. Postal Service, 475 
L’Enfant Plaza West, SW., Washington. 
DC 20260; (202) 245-4749. 
SUPPLEMENTARY INFORMATION: On ]uly 

31.1979, a document was published in 
the Federal Register (44 FR 44895) 
proposing revisions of Postal Service 
regulations pertaining to bulk mail 
preparation. Comments were invited, for 
receipt by August 20.1979. 

In response to a number of requests 
for an extension of time within which to 
submit comments, and in order to 
facilitate maximum public participation 
in the rulemaking process, the Postal 
Service will accept written comments 
which are received on or before August 

31.1979. 

W. Allen Sanders, 

Acting Deputy General Counsel. 

(FR Doc. 79-28382 Filed 8-21-79; 1.51 pm] 

BILLING CODE 7710-12-11 


ENVIRONMENTAL PROTECTION 
AGENCY 

[40 CFR Part 52] 

(FRL 1304-5) 

Approval and Promulgation of 
Implementation Plans: Georgia; 
Transportation Control Measures for 
Atlanta Carbon Monoxide 
Nonattainment Area 

agency: U.S. Environmental Protection 
Agency, Region IV. 
action: Proposed rule. 


summary: EPA today proposes to 
approve the Georgia implementation 
plan providing for attainment of the 8- 
hour national ambient air quality 
standard for carbon monoxide in the 
Atlanta nonattainment area (those 
portions of Clayton, DeKalb. and Fulton 
Counties within perimeter highway I- 
285). The public is invited to submit 
written comments on the proposed 
approval action. 

date: To be considered, comments must 
be received on or before September 24, 
1979. A thirty-day comment period is 
being provided because the July 1 
statutory deadline for EPA approval of 
1979 revisions for nonattainment areas 
has already passed. Also, the issues 
involved in the proposed action were 
described in the general proposal of 
Georgia’s 1979 implementation plan 
revisions (Federal Register of May 9, 
1979. pp. 27184-27187). 
addresses: Written comments should 
be addressed to Harriet Smith of EPA 
Region IV’s Air Programs Branch. (See 
EPA Region IV address below). Copies 
of the materials submitted by Georgia 
may be examined during normal 
business hours at the following 
locations: 

Public Information Reference Unit. Library 
Systems Branch. Environmental Protection 
Agency, 401 M Street. SW., Washington. 
DC. 20460. 

Library, Environmental Protection Agency, 
Region IV, 345 Courtland Street. NE^ 
Atlanta, Georgia, 30306. 

Air Protection Branch, Environmental 
Protection Division, Georgia Department of 
Natural Resources. 270 Washington Street. 
SW., Atlanta. Georgia. 30334. 

FOR FURTHER INFORMATION CONTACT: 

Harriet Smith, Region IV. Air Programs 
Branch, 345 Courtland Street. NE.. 
Atlanta, Georgia, 30308, 404/881-3286 
(FTS 257-3286). 

SUPPLEMENTAL INFORMATION: 

Background 

On May 9.1979, (44 FR 27184), EPA 
described the Georgia 1979 
implementation plan revisions, 
submitted pursuant to the requirements 
of Part D of Title I of the Clean Air Act. 
In that notice, certain deficiencies were 
noted in the transportation control 
measures needed to assure attainment 
of the 8-hour carbon monoxide standard 
in the Atlanta nonattainment area. 

The Georgia Environmental Protection 
Division on June 29,1979, submitted 
materials as part of the SIP revision 
designed to correct the deficiencies 
noted in the Agency’s proposed notice. 
These materials include the following: 

1. A memorandum of agreement 
signed by the appropriate agencies. 


which identifies the responsibilities of 
each agency under the Transportation 
Control Program pursuant to the 
requirements of Section 174 of the 
CAAA. 

2. A list of projects, committed to 
implementation by July, 1980 in the 
Atlanta area, which will have air quality 
benefits. The projects were taken from 
the current Annual Element of the area’s 
Transportation Improvement Program. 
Letters of commitments to these projects 
by the State Department of 
Transportation, City of Atlanta, Clayton 
County Commission, Cobb County 
Commission. DeKalb County 
Commission, Fulton County 
Commission, and the Gwinnett County 
Commission were submitted. 
Implementation dates are consistent 
with the Annual Element of the 
Transportation Improvement Program. 

3. A commitment from the 
Metropolitan Atlanta Rapid Transit 
Authority (MARTA) to the continued 
improvement and expansion of public 
transportation including implementation 
of appropriate projects from the annual 
element of the TIP and the expeditious 
implementation of future transportation 
control measures which are found 
feasible. 

4. The 1979-1982 work program for the 
Atlanta Regional Commission, which 
includes the schedule for analysis of 
Section 108(f) alternative transportation 
control measures. The work program 
also identifies the financial and 
manpower allocations to accomplish the 
analysis and to provide EPA with 
periodic progress reporting of the 
analysis. The Georgia Environmental 
Protection Division also submitted to 
EPA a letter from the State Department 
of Transportation committing to 
subjecting projects found feasible to the 
programming process. 

On May 1,1979, the Governor 
submitted a schedule for 
implementation of the motor vehicle 
inspection and maintenance (I/M) 
program, including dates for key 
milestones of the program. The letter 
from the Governor committed the State 
through the Board of Natural Resources 
and the Department of Public Safety to 
implement the program according to the 
submitted schedule. This submittal 
corrects deficiencies noted for I/M in 
the May 9th Federal Register notice, and 
along with the initial SIP submittal 
constitutes an approvable I/M program. 

EPA’s review of the materials 
submitted by Georgia indicates that they 
correct all of the deficiencies noted in 
the Atlanta CO revision in the notice of 
May 9,1979. Accordingly, it is hereby 
proposed to approve the Georgia SIP for 
CO in Atlanta. 
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The public is invited to participate in 
this rulemaking by submitting written 
comments on the present proposal. After 
reviewing pertinent comments received 
together with all other information 
available to him, the Administrator will 
take action on this portion of the 
Georgia 1979 implementation plan 
revisions for nonattainment areas. 

(Sections 110 and 172 of the Clean Air Act (42 
U.S.C. 7410 and 7502)). 

Dated: July 23,1979. 

John C. White, 

Regional Administrator. 

(Hi Doc. 79-26478 Filed 8-23-79: 6.45 am) 

BILLING CODE 6560-01-14 


[40 CFR Part 81] 

(FRL 1304-3) 

Air Quality Control Regions, Criteria, 
and Control Techniques; Attainment 
Status Designation: Georgia 

agency: U.S. Environmental Protection 

Agency, Region IV. 

action: Proposed rulemaking. 

summary: The Clean Air Act 
Amendments of 1977 required that the 
Environmental Protection Agency (EPA) 
designate the attainment status of all 
areas within the states on a state-by¬ 
state, pollutant-by-pollutant basis. This 
was done on March 3,1978 (43 FR 8962). 
Either the state or EPA cart initiate 
changes in these designations, and such 
changes, if approved, will replace extant 
designations. This has been done 
previously for certain areas in EPA’s 
Region IV (43 FR 40412, September 11, 
1978). 

A review of total suspended 
particulate matter (TSP) air quality data 
in Sandersville. Georgia shows that the 
monitor in an area presently designated 
as “non-attainment’* for secondary 
standards has measured no violations 
for 24 calendar months. Based on this 
finding, it is proposed to change the 
designation to one of “attainment.” 
Comment is solicited on this change. 
date: Written public comment should 
be submitted to the person listed below 
and must be received on or before 
September 24, 1979, to be considered. 
FOR FURTHER INFORMATION CONTACT 
Ms. Harriet Smith, Air Programs Branch, 
EPA Region IV, 345 Courtland Street, 
NE., Atlanta, Georgia 30308. 404/881- 
3286; FTS 257-3286. 

SUPPLEMENTARY INFORMATION: On 
March 3,1978, Sandersville, Georgia 
was designated as nonattainment for 
TSP. The basis for this designation was 
violations of the secondary standard at 


the Morningside Drive site in 
Sandersville, Georgia. 

On August 1 , 1979, the director of 
Georgia’s Environmental Protection 
Division submitted air quality data 
showing that the national ambient air 
quality standards for TSP were not 
violated at the Morningside Drive site 
(Sandersville) during the period July 1, 
1977, through June, 1979, and requested 
that the status of the area be 
redesignated as attainment. EPA has 
verified that the data in question meets 
all applicable Agency criteria 
established to assure the validity and 
representativeness of air quality data. 
Accordingly, it is proposed to 

§81.311 Georgia. 


redesignate the area as the State 
requests. 

(Sections 107,171, 301 of the Clean Air Act 
(42 U.S.C. 7407. 7501, 7601)) 

Dated: August 13,1979. 

John C. White. 

Regional Administrator. Region IV. 

It is proposed to amend Part 81 of 
Chapter 1, Title 40, Code of Federal 
Regulations, as follows; 

Subpart 81—Section 107 Attainment 
Status Designation 
***** 

In § 81.311, the attainment status 
designation table for TSP is revised to 
read as follows: 


Designated area 


Does not 

Does not 

Cannot 

Better 


meet 

meet 

be 

than 



primary 

secondary 

classified 

national 



standards 

standards 


standards 


That portion o< Fulton County within northwest section of At¬ 
lanta -------- X X 


That portion ol Chatham County within the north central §ec- 


uufi UI oavai n .. . . 

That portion of the northern part of Walker County which irv 
eludes Rossvrile... 

A 

X 

X 



Rest of State..... 



„_x 








|FR Doc. 79-26477 Filed 8-23-79,8.45 am) 

BILLING CODE 6560-01-14 


FOREIGN CLAIMS SETTLEMENT 
COMMISSION 

[45 CFR Part 503) 

National Security Information; 
Executive Order 12065; Implementing 
Regulations 

agency: Foreign Claims Settlement 
Commission. 

action: Proposed rule. 


SUMMARY: Section 5-402 of Executive 
Order 12065, relating to national security 
information, requires that regulations 
establishing agency information security 
policy and guidelines for systematic 
declassification review shall be 
published in the Federal Register. This 
notice proposes to adopt a new Subpart 
B of Part 503 of 45 CFR, consisting of the 
regulations set forth below, to 
implement the policy, program, and 
procedures of the Executive Order as 
they apply to the Commission. 

dates: Written comments may be 
submitted on or before September 30, 
1979. 


address: All comments should be 
addressed to: General Counsel, Foreign 
Claims Settlement Commission, Room 
414,1111 20th Street. N.W., Washington. 
DC 20579. 

FOR FURTHER INFORMATION CONTACT: 

Wayland D. McClellan (202) 653-6166. 

It is proposed to amend Chapter V, 
Foreign Claims Settlement Commission, 
of 45 CFR by adding a new Subpart B of 
Part 503 as follows: 

Subpart B—National Security 
Information 

Sec. 

503.15 Policy. 

503.16 Program. 

503.17 Procedures. 

Authority: Executive Order 12065. 

§503.15 Policy. 

It is the policy of the Foreign Claims 
Settlement Commission to act in 
accordance with Executive Order 12065 
in matters relating to national security 
information. 

§ 503.16 Program. 

The Executive Director is designated 
as the official of the Commission who is 
responsible for implementation and 
oversight of information security 
programs and procedures, including 
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insuring conformity at all times with 
Executive Order 12065. All questions, 
suggestions, and complaints regarding 
all elements of this program, shall be 
directed to the Executive Director, who 
is solely responsible for acting upon 
suggestions and complaints. All requests 
for declassification of materials 
submitted under the provisions of 
Executive Order 12065, regardless of the 
point of origin of such requests shall be 
directed to the Executive Director. 

§ 503.17 Procedures. 

(a) Mandatory declassification 
review. As the Commission does not 
have original classification authority 
and national security information in its 
custody has been classified by another 
federal agency, the Executive Director 
shall refer all requests for mandatory 
declassification review of national 
security information in its custody to the 
originating federal agency that classified 
it for review and disposition in 
accordance with Executive Order 12065 
and the regulations and guidelines of 
that agency. Requests for 
declassification shall be referred and 
the requester so advised within 60 days 
of receipt, providing that the request 
reasonably describes the information 
which is the subject of the request for 
declassification. All requests for 
declassification submitted pursuant to 
the Freedom of Information Act shall be 
processed in accordance with the 
provisions of that Act and the 
applicable regulations of the 
Commission. 

(b) Safeguarding. All classified 
materials shall be delivered to the 
Executive Director or such person 
designated to act in the absence of the 
Executive Director immediately upon 
receipt at the Offices of the Commission. 
All potential recipients of such materials 
shall be advised of the name of such 
designee and updated information as 
necessary. In the event that the 
Executive Director or such designee is 
not available to receive such materials, 
they shall be delivered to the General 
Counsel and secured, unopened, in the 
combination safe located in the 
Commission offices until the Executive 
Director or such designee is available. 
Under no circumstances shall classified 
materials that cannot be delivered to the 
Executive Director or such designee be 
stored other than in the designated safe. 
Access to classified materials at the 
Commission shall be limited to officers 
and employees of the Commission on 
the basis of a favorable determination of 
trustworthiness and a need to know. 

(c) Reproduction . Reproduction of 
classified materials shall be only in 
accordance with Executive Order 12065, 


Section 4-4. and any limitations 
imposed by the originator. Reproduced 
copies shall be subject to the same 
controls as the original document. 
Records showing the number and 
distribution of copies shall be 
maintained, as required by Executive 
Order, by the Executive Director and the 
log stored with the original documents. 
Reproduction for the purposes of 
mandatory review shall not be 
restricted. 

(d) Storage. All classifed materials 
shall be stored in the combination safe 
located in the Commission offices. The 
combination shall be changed as 
required by ISOO Directive No. 1, 
Section IV-F-5-a. The combination shall 
be known only by the Executive 
Director, General Counsel and such 
designees with the appropriate security 
clearance. 

(e) Employee education. All 
employees who have been granted a 
security clearance and who have 
occasion to handle classifed materials 
shall be advised of handling, 
reproduction, and storage procedures 
and shall be required to review 
Executive Order 12065 and appropriate 
ISOO directives. This shall be effected 
by a memorandum to all affected 
employees at the time these procedures 
are implemented. New employees will 
be instructed in procedures as they enter 
employment with the Commission. 

(f) Agency terminology. The use of the 
terms ‘‘Top Secret”, “Secret”, and 
“Confidential” shall be limited to 
materials classified for national security 
purposes. 

Dated: August 16.1979. 

Richard W. Yarborough, 

Chairman. 

(FR Doc. 79-26257 Piled 6-29-79; 0 45 am] 

BILLING CODE 6770-01-M 


FEDERAL COMMUNICATIONS 
COMMISSION 

147 CFR Part 901 

tPR Docket No. 79-192; RM-3315, RM-3325, 
RM-3330; FCC 79-477] 

One-Way Radio Paging In the Special 
Emergency Radio Service 

agency: Federal Communications 
Commission. 

action: Notice of proposed rulemaking. 

summary: The FCC proposes to amend 
its regulations concerning conversion to 
one-way radio paging operations in the 
Special Emergency Radio Service. The 
original purpose of the paging 
requirement was to eliminate the 
interference problems that resulted 


when paging was conducted on the 
same frequencies that are used for two 
way voice communications. We are 
suspending the January 1,1980, 
compliance deadline in § 90.55 while we 
consider the proposed amendments. 

(See order suspending compliance date 
in the Rules section of today's issue of 
the Federal Register.) 

Specifically, we propose to allocate 
additional frequencies for medical 
paging by designating the four (4) 450 
MHz band highway call box frequencies 
for medical paging. In addition, we 
propose a staggered deadline for 
converting to one way frequency paging 
in urban areas and a 5-year, or possibly 
indefinite, suspension of the compliance 
deadline in rural areas. 
dates: Comments must be received on 
or before September 14,1979, and Reply 
Comments must be received on or 
before October 1,1979. 
address: Federal Communications 
Commission. Washington, D.C. 20554. 
FOR FURTHER INFORMATION CONTACT. 
Richard Taube, Private Radio Bureau. 
(202) 632-6497. 

In the matter of amendment of Part 90 
of the Commission’s rules regarding one¬ 
way radio paging in the Special 
Emergency Radio Service. PR Docket 
No. 79-192 RM‘s-3315. 3325, 3330: FCC 
79-477. 

Notice of Proposed Rulemaking 

Adopted: August 1,1979. 

Released: August 9,1979. 

By the Commission: Commissioner Lee 
absent. 

1. This action gives public notice of 
proposed rule changes concerning the 
use of frequencies for one-way radio 
paging operations in the Special 
Emergency Radio Service. The rules 
involved are in Section 90.55 (formerly 
89.523(d)). These rules now provide that 
as of January 1.1980. paging in the 
Special Emergency Radio Service will 
only be permitted on those frequencies 
that are available exclusively for radio 
paging operations. 1 There are seven of 
these paging-only frequencies: 35.64, 
35.68, 43.64, 43.68,152.0075.157.450, and 
163.250 Ml Iz. 

2. The allocation of these seven 
frequencies and the requirement for 
their use by 1980. were part of the rule 
changes adopted in 1974. in Docket 
19880. That proceeding upgraded the 
frequencey allocations and rule 
provisions for operating medical radio 
systems in the Special Emergency Radio 


1 An exception to this requirement applies to 
"alert-paging" to ambulance and rescue squad 
personnel. See rule ft 90.53{b)(25) (formerly 
ft 89.525(0(251). 
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Service. The primary purpose of the 
paging requirement was to eliminate the 
interference problems that resulted 
when paging was conducted on the 
same frequencies that are used for two- 
way voice communications. To help 
amortize equipment costs, we also 
provided that paging systems that were 
authorized to share two-way 
frequencies prior to August, 1974, could 
continue such operations until the 1980 
cut-off date. Many of the licensees of 
these earlier systems have deferred 
switching to the paging-only frequencies 
and it is basically the problems that they 
now face that we are considering in this 
proceeding. 

3. The issues are presented in 
petitions filed by the American Hospital 
Association (AHA) and the National 
Association of Business and Educational 
Radio (NABER). AHA asks us to 
postpone the January 1,1980, frequency 
switching deadline. To support its 
request, AHA argues for a longer 
equipment amortization period, stating 
that many hospitals would face 
conversion costs beyond their means. 
Also, for heavily populated urban areas, 
AHA contends that there are significant 
limitations on the seven paging-only 
frequencies and that these channels will 
not accommodate the requirements. It 
wants the present shared frequency use 
to continue until more frequencies are 
allocated to meet paging needs. For the 
lightly populated rural areas, AHA 
argues that conversion is usually not 
necessary because the interference 
problems rarely exist. The petitioner 
concludes that the present deadline for 
conversion should be extended to all 
areas until at least 1985. 

4. NABER asks that four 450 MHz 
band highway call box frequency pairs 
be re-allocated from the Local 
Government Radio Service and to the 
Business Radio Service to accommodate 
paging requirements. These frequencies 
were allocated in 1970 to permit 
development of roadside call box 
systems that would allow voice 
communications between motorists and 
emergency responders. 2 Secondary use 
of these frequencies is authorized to 
operate devices for detecting and 
displaying information as to rain, 
temperature, traffic flow, etc. NABER’s 
argument, as in AHA's petition, is that 
medical paging in major metropolitan 
areas cannot be adequately 
accommodated on the particular seven 
frequencies which have been allocated 
for these operations. It wants what it 
labels the “under-utilized” call box 
frequencies to be reallocated for this 


’Call box systems in other bands, primarily at 72- 
70 MHz, permit only tone signalling for assistance. 


function. NABER would also extend the 
1980 deadline to two years after these 
call box frequencies are reallocated. 

5. There is considerable merit in these 
proposals. AHA’s and NABER’s 
petitions reflect the tremendous surge in 
private medical paging in the last five 
years. As noted by the petitioners, in 
1974 it appeared that the seven 
exclusive frequencies for paging would 
meet the demand, but they are 
apparently not going to be adequate. 
This is due not only to the increase in 
paging systems but also because of 
technical and practical limitations on 
most of these frequencies. Thus, the 
petitions raise timely issues of whether 
to alter the paging frequency structure in 
the Special Emergency Radio Service 
and. if so. in what ways. 

6. We find that the allocation of 
additional frequencies for medical 
paging is an appropriate step at this 
time. Suitable frequencies would 
undoubtedly alleviate the congestion 
that can be expected in many urban 
regions on the present complex of 
paging frequencies. However, there are 
no apparent unused frequencies below 
500 MHz that can accommodate the 
need for dedicated paging channels. The 
lightly used 450 MHz band highway call 
box frequencies proposed by NABER for 
reallocation for medical paging appear 
to be a reasonable solution. These 450 
MHz channels offer some distant 
advantages. These include the relative 
absence of technical limitations which 
limit the effectiveness of the present 
paging frequency complex, and the 
ready availability of suitable 
miniaturized pocket pagers. Also, 
operation in this band ties in with the 
allocations at 450-460 MHz which are 
already being used for medical radio 
systems. 

7. An objection to reallocation of 
these call box frequencies was 
submitted by the Associated Public 
Safety Communications Officers. Inc. 
(APCO). APCO argues that the 
Commission knew that highway radio 
call box development would take a 
lengthy period of time and has made a 
commitment to retaining these channels 
for such purpose. However, we do not 
believe that APCO’s contention is valid. 
The call box frequencies were allocated 
in 1971, for what appeared to be a need 
for motorists to voice-communicate as to 
highway problems. The Commission 
noted, nevertheless, that the approach 
was only one possible solution and not 
necessarily the most desirable. 

Numerous options were discussed in the 
proceeding and the intent was that the 
450 MHz allocation for call boxes would 
be given a trial period as one of the 


many alternatives. 3 It is significant, too. 
that in the 1974 Docket 19880 action, the 
mobile side of these 450 MHz frequency 
pairs was found to be under-utilized and 
was reallocated for shared use in the 
SERS for certain medical uses. 

8. Accordingly, it is proposed that the 
four highway call box frequencies. 
453.025, 453.075, 453.125, and 453.175 
MHz, be reallocated from the Local 
Government Radio Service to the 
Special Emergency Radio Service to be 
used only for paging in medical radio 
services operations. 4 NABER’s 
suggestion that these frequencies should 
also be made available in the Business 
Radio Service is not warranted. The 
medical paging problem exists primarily 
in the Special Emergency Radio Service 
where most of these systems operate. 

We believe that these operations should 
be concentrated in this radio service 
where they can be more readily 
centralized and coordinated for effective 
and efficient use. However, we propose 
to reserve one of the four frequencies for 
more spectrally efficient systems, such 
as tone (including system transmitting 
more than a single tone) and digital 
paging systems. We want to encourage 
the development of more effective non¬ 
voice paging systems which could 
provide the advantages of tone and 
voice transmissions with greater 
spectral efficiency. Comments on this 
specific proposal are invited. 

9. We also propose to extend the 
January 1,1980, deadline date for 
conversion to paging-only frequencies. 
Within 75 miles of the center of the 
largest urbanized areas of the country, 
the extension would be for one year for 
medical services licensees. “Urbanized 
areas" are in Table 1 of § 90.477(c) and a 
list is in Attachment 1 for ready 
reference. This will afford licensees a 
reasonable period to take advantage of 
the 450 MHz band frequencies. 

10. In other areas of the country, we 
propose extending the January 1,1980, 
deadline for five years until 1985. In 
these regions the interference conditions 
that justified the requirement that 
paging and regular two-way radio 
operations be separated have been 
demonstrated to be a comparatively 
minimal problem. There is no immediate 
requirement, therefore, that paging be 
restricted in these areas. The additional 
five-year period will allow for greater 
amortization of equipment costs. We 


3 Report and Order.-Docket 19001. FCC 71-334. 

_ 4 If this reallocation action is adopted, a 
“grandfather 1 * provision will be included to permit 
continued authorization on a primary basis of radio 
call box systems that are already in operation. Our 
records indicate about twenty of these systems are 
presently licensed, most of which are operating 50 
units or less. 
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realize that these cost savings would 
also advantage licensees in the 
urbanized areas. However, the 
interference problems which prompted 
our 1974 decision generally do exist in 
urbanized areas. We consider 
alleviation of this interference to be of 
paramount importance, particularly 
since medical emergencies are often 
involved. 

11. Because the usage of these 
frequencies in rural areas is not as 
intensive as in urban areas, 
consideration will be given to continue 
indefinitely the use of the SERS 
frequencies for paging as well as for 
two-way communications. Therefore, 
we ask for comments specifically on this 
matter. If we are to permit continued use 
of these frequencies for paging, are the 
areas indicated the appropriate ones, 
and should paging be permitted on a co¬ 
channel basis and, if so. should it be on 
a secondary basis to two-way 
operations. 

12. To summarize, we are proposing: 
(a) to reallocate four 450 MHz band 
Local Government Radio Service call 
box frequency pairs to the Special 
Emergency Radio Service for medical 
paging; (b) to extend the January 1,1980, 
deadline fop conversion of paging 
systems to paging-only frequencies in 
the Special Emergency Radio Service. 
This extension is to be for one-year for 
areas that are within 75 miles of the 
center of the top 25 urbanized areas. In 
other areas, the extension is to be for 
five years, and the question is raised 
whether it should be for an indefinite 
period. 

13. In view of the foregoing, we hereby 
suspend the January 1.1980. conversion 
date pending the outcome of this 
proceeding. 

14. It is noted that a petition (RM- 
3325) related to action taken in this 
proceeding has been filed by the 
Telecommunications Division of the 
State of Georgia. The petition requests 
reallocation of the same 450 MHz band 
call box frequencies. Georgia wants 
these frequencies assignable as 
additional frequencies in medical mobile 
relay systems. They would be used to 
provide doctor “interrupt” capability 
during continuous transmissions from an 
ambulance vehicle. This request has 
been considered but we find that the 
more urgent public interest requirement 
is to accommodate the medical paging 
needs on these frequencies. We propose, 
therefore, to deny this petition but our 
decision will be deferred until final 
action is taken in this proceeding. 

15. In accordance with the foregoing, 
the Commission proposes to amend Part 
90 of its rules governing frequency 
allocations for paging systems in the 


Special Emergency Radio Service. These 
proposed amendments are issued 
pursuant to authority contained in 
sections 4(i) and 303(r) of the 
Communications Act of 1934. as 
amended. 

16. Pursuant to applicable procedures 
set forth in Section 1.415 of the 
Commission’s Rules, interested persons 
may file comments on or before 
September 14,1979, and reply comments 
on or before October 1,1979. Six copies 
of all statements, briefs, and comments 
filed shall be furnished to the Secretary 
of the Commission. All relevant and 
timely comments will be considered by 
the Commission before final action is 
taken in this proceeding. In reaching its 
decision, the Commission may take into 
consideration information and ideas not 
contained in the comments provided 
that such information or a writing 
indicating the nature and source of the 
information is placed in the public file, 
and provided that the fact of the 
Commission’s reliance on such 
information is noted in the Report and 
Order. 

17. For questions on this proceeding, 
the following should be contacted: Mr. 
Richard Taube. Rules Division, Private 
Radio Bureau. Federal Communications 
Commission, 2025 M Street, NW., 
Washington, D.C. 20554, (202) 632-6497. 

Federal Communications Commission, 
William J. Tricarico, 

Secretary 


Top 25 urbanized areas as set forth in 
§ 90.477(c) of the Commission’s Rules. 


Urbanized 

North 

West 

Area 

Latitude 

Longitude 

New York. N Y -Northeastern NJ.... 

40-45-06 

73-59-39 

Los Angeles-Long Beach. Caht.. 

34-03-15 

118-14-28 

Chicago. iHtnois. 

41-52-20 

87-38-22 

Philadelphia. Pa .. 

39-56-58 

75-09-21 

Detroit. Michigan.—.—. 

42-19-46 

83-02-57 

San Francisco. Oakland. Calif. 

37-46-39 

122-24-40 

Boston. Massachusetts.. 

42-21-24 

71-03-25 

Washington. D C -Md.-Va... 

38-53-51 

77-00-33 

Cleveland, Ohio..—. 

41-29-51 

81-41-50 

St Louis. Mo -HI_ _ 

36-37-45 

90-12-22 

Pittsburgh. Pa.... 

40-26-19 

80-00-00 

Minneapoks-St Paul. Mmn_.. 

44-58-57 

93-15-43 

Houston. Texas ..♦..—... 

29-45-26 

05-21-37 

Baltimore. Md-„--- 

39-17-26 

76-36-45 

Dallas, Texas- 

32-47-09 

96-47-37 

Milwaukee. Wise... 

43-02-19 

87-54-15 

Seattle-Everett. Wash-- 

47-36-32 

122-20-12 

Miami. Florida_ 

26-46-37 

80-11-32 

San Diego. Calif ----- 

32-42-53 

117-09-21 

Atlanta. Ga. .. ..- 

33-46-10 

84-23-37 

Cincinnati, Ohio. Ky... _ „.... 

39-06-07 

84-30-35 

Kansas City. Mo -Ks -......— 

39-04-56 

94-35-20 

Buttalo. N Y.__ 

42-52-52 

78-52-21 

Denve* Colo .... -- 

39-44-58 

104-59-22 

San Jose. Calif _ _ _____ 

37-20-16 

121-53-24 

(FR Doc 79-28487 Filed 8-23-79 8 45 am] 

BILLING COOE 6712-01 



INTERSTATE COMMERCE 

COMMISSION 

(49 CFR Part 10561 

Ex Parte No. MC-19 (Sub-No. 34) 

Household Goods Transportation; 
Decision on Storage-in-Transit 
Charges 

agency: Interstate Commerce 
Commission. 

action: Extension of time for filing 
public comments in this proceeding. (44 
FR 30387, 43325; May 25,1979. July 24, 
1979). _ 

summary: By a petition for 
administrative review filed July 27,1979. 
Household Goods Carriers’ Bureau. Inc.. 
(HGCB or petitioner) requested that the 
Commission review its procedural 
decision of July 17,1979, in this 
proceeding and allow an additional 
extension of 59 days for the filing of 
comments. The Commission's Office of 
Special Counsel filed a petition in 
opposition of any further extenson. An 
extension of 30 days is granted. 

DATES: Comments in this proceeding are 
due on or before September 24.1979. 
address: Comments should be sent to: 
Secretary, Room 5356, Interstate 
Commerce Commission, Washington. 
D.C. 20423. 

FOR FURTHER INFORMATION CONTACT: 

Martin E. Foley (202) 275-7348. 
SUPPLEMENTARY INFORMATION: The 

petitioner states that it has transmitted 
questionnaires to over 1600 of its 
member carriers and noncarrier agents. 
HGCB states that in order for it to 
accumulate and process the responses 
to the questionnaires it will need an 
additional extension of 59 days for the 
filing of its comments in this proceeding. 
The petitioner states that an earlier 30- 
day extension in this proceeding is not 
adequate. 

HGCB has already been allowed 90 
days to prepare its comments and 
process the questionnaires. A further 
extension of 59 days to accomplish this 
task does not appear to be warranted; 
however, the results of HGCB’s 
questionnaires may be useful to the 
Commission in its formulation of a 
decision in this rulemaking. These 
results are to be included in HGCB’s 
comments. An extension of 30 days is 
granted to allow the HGCB to formulate 
its comments. 

Decided: August 16,1979. 

By the Commission. Chairman O’Neal. 
Agatha L. Mergenovich, 

Secretary. 

[FR Doc. 70-20367 Filed 8-23-79; 8:45 am) 

BILLING COOE 7035-01 
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DEPARTMENT OF THE INTERIOR 

Fish and Wildlife Service 

[50 CFR Part 321 

Opening of White River National 
Wildlife Refuge, Arkansas to Migratory 
Game Bird Hunting. 

agency: Fish and Wildlife Service. 
Interior. 

action: Proposed rule._ 

summary: The Fish and Wildlife Service 
proposes to add White River National 
Wildlife Refuge, Arkansas to the refuge 
areas open for migratory game bird 
hunting. The Director has received 
information that this action would be in 
accordance with the provisions of all 
laws applicable to the area, would be 
compatible with the principles of sound 
wildlife management, would otherwise 
be in the public interest and that such 
use is compatible with the major 
purpose for which the refuge was 
established. Migratory game bird 
hunting, subject to annual special 
regulations, will provide additional 
public recreational opportunity. 
dates: Comments must be received on 
or before September 24,1979. 
address: Comments may be addressed 
to the Director, (FWS/FR), U.S. Fish and 
Wildlife Service. Department of the 
Interior, Washington. D.C. 20240. 

FOR FURTHER INFORMATION CONTACT: 
Ronald L. Fowler. Division of Refuge 
Management U.S. Fish and Wildlife 
Service, Washington. D.C. 20240. 
Telephone 202-343-4305. 

SUPPLEMENTARY INFORMATION: Ronald 
L. Fowler is the primary author of this 
proposed rulemaking. Areas within the 
National Wildlife Refuge System are 
closed to hunting until officially opened 
by regulation. The Director may open 
refuge areas to hunting upon a 
determination that such use is 
compatible with the major purposes for 
which such areas were established and 
that funds are available for the 
development, operation and 
maintenance of the permitted forms of 
recreation. This action will be in 
accordance with provisions of all laws 
applicable to the area, will be 
compatible with the principles of sound 
wildlife management and will otherwise 
be in the public interest. lt*is the purpose 
of this proposed rulemaking to seek 
public input regarding the opening of the 
above cited refuge to the hunting of 
migratory game birds. Pursuant to the 
requirements of section 102(2)(C) of the 
National Environmental Policy Act of 
1969, 42 U.S.C 4332(2)(C), an 
environmental assessment has been 


prepared on this proposal and is 
available for public inspection and 
copying at room 2024, Department of the 
Interior. 18th and C Streets, NW„ 
Washington, D. C. 20240, or by mail, 
addressing the Director at the address 
above. The policy of the Department of 
Interior is, whenever practicable, to 
afford the public an opportunity to 
participate in the rulemaking process. 
Accordingly, interested persons may 
submit written comments, suggestions, 
or objection regarding the proposed 
amendment. All relevant comments will 
be considered by the Department prior 
to the issuance of a final rulemaking. 

Note.—The Department of the Interior has 
determined that this document is not a 
significant rule and does not require a 
regulatory analysis under Executive Order 
12044 and 43 CFR Part 14. 

Accordingly, it is proposed to amend 
50 CFR Part 32 by the addition of White 
River National Wildlife Refuge in § 32.11 
as follows: 

§ 32.11 List of open areas; migratory 
game birds. 

Arkansas 

* « « « • 

White River National Wildlife Refuge 

(Sec. 2, 33 Stat. 614, as amended: sec. 5. 43 
Stat. 651; sec. 5. 45 Stat. 449; sec. 10. 45 Stat. 
1224; sec 4. 48 Stat. 402, as amended; sec 4. 
48 Stat. 451, as amended; sec 2, 48 Stat. 1270: 
sec. 4, 80 Stat. 927; 5 U.S.C. 301,16 U.S.C. 685, 
725, 690d. 715i. 664, 718d. 43 U.S.C. 315a; 18 
U.S.C. 460k. 868dd: sec. 2. 80 Stat. 926; 16 
U.S.C. 668bb) 

Dated: August 17,1979. 

Lynn A. Greenwalt, 

Director, U. S. Fish and Wildlife Service. 

[FR Doc. 7&-2B444 Filed 8-23-78: 845 am] 

BILLING CODE 4310-55-M 








49708 


Notices 


Federal Register 
Vol. 44. No. 166 
Friday, August 24, 1979 


This section of the FEDERAL REGISTER 
contains documents other than rules or 
proposed rules that are applicable to the 
public. Notices of hearings and 
investigations, committee meetings, agency 
decisions and rulings, delegations of 
authority, filing of petitions and 
applications and agency statements of 
organization and functions are examples 
of documents appearing in this section. 


DEPARTMENT OF AGRICULTURE 
Rural Electrification Administration 

Seminole Electric Cooperative, Inc.; 
Proposed Loan Guarantee 

Under the authority of Pub. L. 93-32 
(87 Stat. 65) and in conformance with 
applicable agency policies and 
procedures as set forth in REA Bulletin 
20-22 (Guarantee of Loans for Bulk 
Power Supply Facilities), notice is 
hereby given that the Administrator of 
REA will consider providing a guarantee 
supported by the full faith and credit of 
the United States of America for a loan 
in the approximate amount of 
$1,115,036,000 to Seminole Electric 
Cooperative, Inc. of Tampa, Florida. 
These loan funds will be used to finance 
the construction of two 600 MW coal- 
fired electric generating units and 
approximately 200 miles of 230 kV 
associated transmission line. 

Legally organized lending agencies 
capable of making, holding and 
servicing the loan proposed to be 
guaranteed may obtain information on 
the proposed project, including the 
engineering and economic feasibility 
studies and the proposed schedule for 
the advances to the borrower of the 
guaranteed loan funds from Mr. Harry 
W. Wright. Manager, Seminole Electric 
Cooperative, Inc., 2410 East Busch Blvd., 
Tampa. Florida 33612. — 

In order to be considered, proposals 
must be submitted on or before 
September 24,1979 to Mr. Wright. The 
right is reserved to give such 
consideration and make such evaluation 
or other disposition of all proposals 
received, as the cooperative and REA 
deem appropriate. Prospective lenders 
are advised that the guaranteed 
financing for this project is available 
from the Federal Financing Bank under 
a standing agreement with the Rural 
Electrification Administration. 

Copies of REA Bulletin 20-22 are 
available from the Director. Information 
Services Division, Rural Electrification 
Administration, U.S. Department of 
Agriculture, Washington, D.C. 20250. 


Dated at Washington, D.C., this 17th day of 
August, 1979. 

Robert W. Feragen, 

Administrator, Rural Electrification 
Administration. 

(FR Doc. 79-26370 Filed 8-23-79. 8:45 am] 

BILLING COOE 3410-15-41 


CIVIL AERONAUTICS BOARD 

Application for an All-Cargo Air 
Service Certificate 

August 20.1979. 

In accordance with Part 291 (41 CFR 
Part 291) of the Board’s Economic 
Regulations (effective November 8, 

1978), notice is hereby given that the 
Civil Aeronautics Board has received an 
application, Docket 35462, from 
Intercontinental Airways. Inc., P.O. Box 
765, Wilmington, Ohio 45177 for an all- 
cargo air service certificate to provide 
domestic cargo transportation. 

Under the provisions of § 291.12(c) of 
Part 291, interested persons may file an 
answer in opposition to this application 
on or before September 14,1979, An 
executed original and six copies of such 
answer shall be addressed to the Docket 
Section, Civil Aeronautics Board, 

Washington, D.C. 20428. It shall set forth 
in detail the reasons for the position 
taken and must relate to the fitness, 
willingness, or ability of the applicant to 
provide all-cargo air service or to 
comply with the Act or the Board’s 
orders and regulations. The answer shall 
be served upon the applicant and state 
the date of such service. 

Phyllis T. Kaylor, 

Secretary. 

{FR Doc 79-28395 Filed 8-23-79; 8:45 am] 

BILUNG CODE 6320-01-41 

Subpart Q Applications 


Date Wed Docket No. Description 

August 14.1979- 36373 Western AJr Lines, Inc., 6060 Avion Dove, Los Angeles. Cak- 


fomta 90045. 

Application of Western Air Lines, Inc. pursuant to section 401 
of tt>e Ad requests the Board to authorize it to engage In 
foreign air transportation as follows 
Between the terminal point Miami. Florida, the intermediate 
points Guatemala City, Guatemala; Panama City, 
Panama; Bogota. Colombia; Caracas. Venezula; Lima, 
Peru; Rio de Janeiro and Sao Paulo. Brazil, and San¬ 
tiago. Chile; and the termmaJ point Buenos Aires, Argen¬ 
tina. 

Answers due August 2ft. 1979. 

August 17.1979 - 36416 Trans World Airlines. Inc., 605 Third Avenue. New York. New 

York 10016 

Application of Trans World Airlines. Inc. pursuant to Section 
401 of the Act requesting the Board to Amend its certifi¬ 
cate of public convenience and necessity for Rome No 2 
by adding a new segment which would authorize service 
between the terminal point Kansas City, Missouri, and the 
terminal pornt Salt Lake City. Utah. 

Answers due September 14. 1979. 


Applications for Certificates of Public 
Convenience and Necessity and 
Foreign Air Carrier Permits Filed under 
Subpart Q of the Board’s Procedural 
Regulations 

Notice is hereby given that, during the 
week ended August 17.1979, CAB has 
received the applications listed below, 
which request the issuance, amendment, 
or renewal of certificates of public 
convenience and necessity or foreign air 
carrier permits under Subpart Q of 14 
CFR Part 302. 

Answers to foreign permit 
applications are due 28 days after the 
application is filed. Answers to 
certificate applications requesting 
restriction removal are due within 14 
days of the filing of the application. 
Answers to conforming application in a 
restriction removal proceeding are due 
28 days after the filing of the original 
application. Answers to certificate 
applications (other than restriction 
removals) are due 28 days after the 
filing of the application. Answers to 
conforming applications or those filed in 
conjunction with a motion to modify 
scope are due within 42 days after the 
original application was filed. If you are 
in doubt as to the type of application 
which has been filed, contact the 
applicant, the Bureau of Pricing and 
Domestic Aviation (in interstate and 
overseas cases) or the Bureau of 
International Aviation (in foreign air 
transportation cases). 


Phyllis T. Kaylor, |FR Doc 79-78396 Filed 8-23-7*. 8:45 am] 

Secretary. billing cooe 6320-oi-m 
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(Docket No. 35508] 

Fitness Investigation of Pacific Alaska 
Airlines; Hearing 

Notice is hereby given, pursuant to the 
provisions of the Federal Aviation Act 
of 1958. as amended, that a hearing in 
the above-entitled proceeding is 
assigned to be held on September 19, 
1979. at 10:00 a.m. (local time), in Room 
1003. Hearing Room B, Universal North 
Building. 1875 Connecticut Avenue NW. 
Washington, DC, before the 
undersigned. 

For information concerning the issues 
involved and other details in this 
proceeding, interested persons are 
referred to the prehearing conference 
report dated July 20.1979, and other 
documents which are in the docket of 
this proceeding on file in the Docket 
Section of the Civil Aeronautics Board. 

Dated at Washington, D.C., August 20, 

1979. 

Richard M. Hartsock, 

Administrative Law Judge. 

|FR Doc. 79-26397 Filed 8-23-79; 8:45 ami 

BILLING CODE 6320-01-M 


[Docket No. 35107) 

Hawaii Common Fares Investigation; 
Reassignment of Proceeding 

This proceeding has been reassigned 
from Chief Administrative Law Judge 
Nahum Litt to Administrative Law Judge 
Henry M. Switkay. Future 
communications should be addressed to 
Judge Switkay. 

Dated at Washington, D.C., August 20. 

1979. 

Nahum Litt, 

Chief Administrative Law Judge. 

(FR Doc. 79-28398 Filed 8-23-79:8:45 ami 

BILLING CODE 6320-01-M 


COMMISSION ON CIVIL RIGHTS 

Mississippi Advisory Committee; 
Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the Rules and regulations 
of the U.S. Commission on Civil Rights, 
that a planning meeting of the 
Mississippi Advisory Committee (SAC) 
of the Commission will convene at 3:00 
pm and will end at 5:30 pm. on 
September 12,1979, at the Holiday Inn 
Downtown. 200 E. Amite Street, 

Southern Pine Room 1, Jackson, 
Mississippi 39201. 

Persons wishing to attend this open 


meeting should contact the Committee 
Chairperson, or the Southern Regional 
Office of the Commission, Citizens Trust 
Bank Building, Room 362, 75 Piedmont 
Avenue N.E., Atlanta, Georgia 30303. 

The purpose of this meeting is for 
orientation of rechartered Advisory 
Committee; update on Laurel study and 
videotape report (Responsiveness of 
Commission-form government to needs 
of total community); implications of 
Justice Department suit against 
Philadelphia, Pennsylvania police for 
brutality in cities such as Jackson; other 
local concerns; election of officers. 

This meeting will be conducted 
pursuant to the provisions of the Rules 
and regulations of the Commission. 

Dated at Washington. D.C.. August 20. 

1979. 

|ohn 1. Binkley, 

Advisory Committee Management Officer. 

(FR Doc. 79-28250 Filed 8-23-79; 8:45 «m| 

BILUNG CODE 6335-01-M 


New Jersey Advisory Committee; 
Agenda and Notice of Open Meeting 

Notice is hereby given pursuant to the 
provisions of the Rules and Regulations 
of the U.S. Commission on Civil Rights, 
that a planning meeting of the New 
Jersey Advisory Committee (SAC) of the 
Commission will convene at 6:30 pm and 
will end at 9:00 pm, on September 13, 
1979, at the Ramada Inn, Route 18. 
Schoolhouse Lane, New Brunswick, 

New Jersey. 

Persons wishing to attend this open 
meeting should contact the Committee 
Chairperson, or the Eastern Regional 
Office of the Commission, 26 Federal 
Plaza, Room 1639, New York, New York 
10007. 

The purpose of this meeting is for 
program planning for FY-81. 

This meeting will be conducted 
pursuant to the provisions of the Rules 
and Regulations of the Commission. 

Dated at Washington, D.C.. August 20, 

1979. 

John I. Binkley, 

Advisory Committee Management Officer. 

(FR Doc 79-26251 Filed 8-23-79: 8:45 am| 

BILLING CODE 6335-01-M 


Washington Advisory Committee; 
Meeting 

Notice is hereby given, pursuant to the 
provisions of the Rules and Regulations 
of the U.S. Commission on Civil Rights, 
that a planning meeting of the 
Washington Advisory Committee (SAC) 


of the Commission will convene at 9:00 
a.m. and will end at 12 noon, on 
September 14,1979, at 2854 Federal 
Building, 915 Second Avenue, Seattle. 
Washington 98174. 

Persons wishing to attend this open 
meeting should contact the Committee 
Chairperson, or the Northwestern 
Regional Office of the Commission, 915 
Second Avenue, Room^2852, Seattle. 
Washington 98174. 

The purpose of this meeting is to 
discuss Advisory Committee study of 
the administration of justice. 

This meeting will be conducted 
pursuant to the provisions of the Rules 
and Regulations of the Commission. 

Dated at Washington, D.C., August 20. 
1979. 

John I. Binkley, 

Advisory Committee Management Officer. 

(FR Doc. 79-28252 Filed 8-23-79: 8:45 am| 

BILLING CODE 633S-01-M 


DEPARTMENT OF COMMERCE 

Industry and Trade Administration 

Hardware Subcommittee of the 
Computer Systems Technical Advisory 
Committee; Closed Meeting 

Pursuant to Section 10(a)(2) of the 
Federal Advisory Committee Act, as 
amended, 5 U.S.C. App. (1976). notice is 
hereby given that a meeting of the 
Hardware Subcommittee of the 
Computer Systems Technical Advisory 
Committee will be held on Monday, 
September 10,1979, at 9:00 a.m. in Room 
6802. Main Commerce Building, 14th 
Street and Constitution Avenue, N.W., 
Washington, D.D. 

The Computer Systems Technical 
Advisory Committee was initially 
established on January 3,1973. On 
December 20,1974, January 13.1977, and 
August 28,1978, the Assistant Secretary 
for Administration approved the 
recharter and extension of the 
Committee, pursuant to Section 5(c)(1) 
of the Export Administration Act of 
1969, as amended, 50 U.S.C. App. Sec. 
2404(c)(1) and the Federal Advisory 
Committee Act. The Hardware 
Subcommittee of the Computer Systems 
Technical Advisory Committee was 
established on July 8,1975, with the 
approval of the Director, Office of 
Export Administration, pursuant to the 
charter of the Committee. And, on 
October 16,1978. the Assistant 
Secretary for Industry and Trade 
approved the continuation of the 
Subcommittee pursuant to the charter of 
the Committee. 

The Committee advises the Office of 
Export Administration with respect to 
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questions involving (A) technical 
matters, (B) worldwide availability and 
actual utilization of production 
technology. (C) licensing procedures 
which affect the level of export controls 
applicable to computer systems, 
including technical data or other 
information related therein, and (D) 
exports of the aforementioned 
commodities and technical data subject 
to multilateral controls in which the - 
United States participates, including 
proposed revisions of any such 
multilateral controls. The Hardware 
Subcommittee was formed to continue 
the work of the Performance 
. Characteristics and Performance 
Measurements Subcommittee, pertaining 
to (1) maintenance of the processor 
performance tables and further 
investigation of total systems 
performance; and (2) investigation of 
array processors in terms of establishing 
the significance of these devices and 
determining the differences in 
characteristics of various types of these 
devices. 

The subcommittee will meet only in 
Executive Session to discuss matters 
properly classified under Executive 
Order 11652 or 12065, dealing with the 
U.S. and COCOM control program and 
strategic criteria related thereto. 

Written statements may be submitted 
at any time before or after the meeting. 

The Assistant Secretary of Commerce 
for Administration, with the concurrence 
of the delegate of the General Counsel, 
formally determined on September 6. 
1978, pursuant to Section 10(d) of the 
Federal Advisory Committee Act, as 
amended by Section 5(c) of the 
Government In The Sunshine Act, P.L. 
94-409, that the matters to be discussed 
during the meeting should be exempt 
from the provisions of the Federal 
Advisory Committee Act relating to 
open meetings and public participation 
therein, because the meeting will be 
concerned with matters listed in 5 U.S.C. 
552b(c)(l). Such matters are specifically 
authorized under criteria established by 
an Executive Order to be kept secret in 
the interests of national defense or 
foreign policy. All materials to be 
reviewed and discussed by the 
subcommittee during the meeting have 
been properly classified under Executive 
Order 11652 or 12065. All subcommittee 
members have appropriate security 
clearances. 

The computer Notice of Determination 
to close meetings or portions thereof of 
the series of meetings of the Computer 
Systems Technical Advisory Committee 
and of any subcommittees thereof, was 
published in the Federal Register on 
September 14.1978 (43 FR 41073). 


For further information, contact Ms. 
Margaret A. Cornejo, Operations 
Division, Office of Export 
Administration. Industry and Trade 
Administration, Room 1617M, U.S. 
Department of Commerce. Washington, 
D.C. 20230. telephone: A/C 202-377- 
2583. 

Dated: August 21.1979. 

Kent Knowles. 

Director, Office of Export Administration, 
Bureau of Trade Regulation, US. Department 
of Commerce, 

|FR Doc. 79-26481 Filed 8~23-7ft 8:45 
BILLING CODE 3510-25-M 


Licensing Procedures Subcommittee 
of the Computer Systems Technical 
Advisory Committee; Open Meeting 

Pursuant to Section 10(a)(2) of the 
Federal Advisory Committee Act, as 
amended, 5 U.S.C. App. (1976), notice is 
hereby given that a meeting of the 
Licensing Procedures Subcommittee of 
the Computer Systems Technical 
Advisory Committee will be held on 
Monday, September 10.1979. at 1:00 p.m. 
in Room 6802, Main Commerce Building, 
14th Street and Constitution Avenue, 
N.W., Washington, D.C. 

The Computer Systems Technical 
Advisory Committee was initially 
established on January 3,1973. On 
December 20.1974. January 13,1977. and 
August 28,1978, the Assistant Secretary 
for Administration approved the 
recharter and extension of the 
Committee, pursuant to Section 5(c)(1) 
of the Export Administration Act of 
1969, as amended, 50 U.S.C App. Sec. 
2404(c)(1) and the Federal Advisory 
Committee Act. The Licensing 
Procedures Subcommittee of the 
Computer Systems Technical Advisory 
Committee was established on February 
4.1974. On July 8,1975, the Director, 
Office of Export Administration, 
approved the reestablishment of this 
Subcommittee, pursuant to the charter of 
the Committee. And. on October 16. 

1978, the Assistant Secretary for 
Industry and Trade approved the 
continuation of the Subcommittee 
pursuant to the charter of the 
Committee. 

The Committee advises the Office of 
Export Administration with respect to 
questions involving (A) technical 
matters, (B) worldwide availability and 
actual utilization of production 
technology, (C) licensing procedures 
which may affect the level of export 
controls applicable to computer systems, 
including technical data or other 
information related thereto, and (D) 
exports of the aforementioned 
commodities and technical data subject 
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to multilateral controls in which the 
United States participates, including 
proposed revisions of any such 
multilateral controls. The Licensing 
Procedures Subcommittee was formed 
to review the procedural aspects of 
export licensing and recommend areas 
where improvements can be made. 

The Subcommittee meeting agenda 
has four parts: 

(1) Opening remarks by the 
Subcommittee Chairman. 

(2) Presentation of papers or 
comments by the public. 

(3) Review of Subcommittee 
recommendations. 

(4) Discussion and preparation of 
Subcommittee position paper on the 
qualified general/product distribution 
license. 

The meeting will be open for public 
observation and a limited number of 
seats will be available. To the extent 
time permits members of the public may 
present oral statements to the 
Subcommittee. Written statements may 
be submitted at any time before or after 
the meeting. 

Copies of the minutes of the meeting 
will be available by calling Mrs. 
Margaret Cornejo, Policy Planning 
Division. Office of Export 
Administration, U.S. Department of 
Commerce. Washington, D.C. 20230, 
telephone: A/C 202-377-2583. 

For further information contact Mrs. 
Cornejo either in writing or by phone at 
the address or number shown above. 

Dated: August 21, 1979. 

Kent Knowles, 

Director. Office of Export Administration. 
Bureau of Trade Regulation, U.S. Department 
of Commerce. 

|FR Doc. 79-26482 Filed 6-23-79; 8:45 am| 

BILUNG CODE 3510-2S-M 


COMMITTEE FOR PURCHASE FROM 
THE BLIND AND OTHER SEVERELY 
HANDICAPPED 

Procurement List 1979; Proposed 
Addition 

agency: Committee for Purchase from 
the Blind and Other Severely 
Handicapped. 

action: Proposed Addition to 
Procurement List. 

summary: The Committee has received 
a proposal to add to Procurement List 
1979 a service to be provided by 
workshops for the blind and other 
severely handicapped. 

COMMENTS MUST BE RECEIVED ON OR 
before: September 26.1979. 
address: Committee for Purchase from 
the Blind and Other Severely 


Handicapped. 2009 14th Street North, 
Suite 610. Arlington. Virginia 22201. 

FOR FURTHER INFORMATION CONTACT. C. 
W. Fletcher. (703) 557-1145. 
SUPPLEMENTARY INFORMATION: This 
notice is published pursuant to 41 U.S.C, 
47(a)(2). 85 Stat. 77. 

If the Committee approves the 
proposed addition, all entities of the 
Federal Government will be required to 
procure the service listed below from 
workshops for the blind or other 
severely handicapped. 

It is proposed to add the following 
service to Procurement List 1979, 
November 15.1978 (43 FR 53151): 

SIC 7349 

Janitorial Service, Federal Building and 
U.S. Courthouse; Atlanta, Georgia. 

C. W. Fletcher, 

Executive Director. 

|FR Doc. 79-26390 Filed 6-23-79; 8:45 am) 

BILLING CODE 6820-33-M 


DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

Cities Service Co., et al.; 
Determinations by Jurisdictional 
Agencies Under the Natural Gas Policy 
Act of 1978 

August 14.1979. 

The Federal Energy Regulatory 
Commission received notices from the 
jurisdictional agencies listed below of 
determinations pursuant to 18 CFR 
274.104 and applicable to the indicated 
wells pursuant to the Natural Gas Policy 
Act of 1978. 

Kansas Corporation Commission 

1. Control number (FERC/State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County. State or block No 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaser(s) 

1. 79-14376/K-79-0046 

2.15- 067-20435 
3.103 

4. Cities Service Company 

5. Askew A No 2 

6. Panoma 

7. Grant. KS 

8. 67.4 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 
1. 79-14377/K-79-0047 

2.15- 067-20520 
3.103 

4. Cities Service Company 

5. Baughman Q No 3 

6. Panoma 


7. Grant. KS 

8.114.9 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 
1. 79-14378/K-79-0048 

2.15- 067-20450 
3.103 

4. Cities Service Company 

5. Baughman S No 2 

6. Panoma 

7. Grant. KS 

8. 71.9 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 
1. 79-14379/K-79-0049 

2.15- 067-20506 
3.103 

4. Cities Service Company 

5. Baughman T No 2 

6. Panoma 

7. Grant. KS 

8. 83.9 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 
1. 79-14380/K-79-0050 

2.15- 067-20513 
3.103 

4. Cities Service Company 

5. Beck C No 2 

6. Panoma 

7. Grant. KS 

8. 69.1 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 

1. 79-14381/K-79-0051 

2. 15-081-20107 
3.103 

4. Cities Service Company 

5. Biggs A No 2 

6. Panoma 

7. Haskell. KS 

8. 59.5 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 

1. 79-14382/K-79-0052 

2. 15-081-20114 
3.103 

4. Cities Service Company 

5. Cook E No 2 

6. Panoma 

7. Haskell, KS 

8. 59.5 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 
1. 79-14383/ K-79-0053 

2.15- 067-20507 
3.103 

4. Cities Service Company 

5. Cook F No 2 

6. Panoma 

7. Grant, KS 

8. 66.8 million cubic feet 

9. July 30. 1979 

10. Cities Service Gas Company 
1. 79-14384/K-79-0054 

2.15- 067-20469 
3.103 

4. Cities Service Company 

5. Cox B No 2 

6. Panoma 

7. Grant, KS 

8. 66.2 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 
1. 79-14385/ K-79-O055 
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2.15- 067-20500 

3.103 

4. Cities Service Company 

5. Cromer A No 2 

6. Panoma 

7. Grant. KS 

6. 00.4 million cubic feet 

9. July 30. 1979 

10. Cities Serv ice Gas Company 

1. 79-14386/K-79-0056 

2.15- 067-20522 

3.103 

4. Cities Service Company 

5. Davatz A No 2 

6. Panoma 

7. Grant. KS 

0. 69.0 million cubic feet 

9. July 30, 1979 

10. Cities Service Gas Company 

1. 79-14387/K-79-0057 

2.15- 067-20434 

3.103 

4. Cities Service Company 

5. Dew D No 2 

6. Panoma 

7. Grant. KS 

8. 42.0 million cubic feet 

9. July 30. 1979 

10. Cities Service Gas Company 

1. 79-14388/K-79-0058 

2. 15-067-20538 

3. 103 

4. Cities Service Company 

5. Eubanks A No 3 

6. Hugo ton 

7. Grant. KS 

8. 325.8 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 

1. 79-14389/K-79-0066 

2. 15-047-20253 

3. 102 

4. FGiioll 

5. No 1 Newsome 

6. Fatzer Gas Field 

7. Edwards. KS 

8. 40.0 million cubic feet 

9. July 30,1979 

10. Kansas-Nebraska Natural Gas Co Inc 

1. 79-14390/K-79-0041 

2. 15-067-20499 

3. 103 

4. Cities Service Company 

5. Fry Brothers A No 2 

6. Panoma 

7. Grant, KS 

8. 100.5 million cubic feet 

9. July 30. 1979 

10. Cities Service Gas Company 

1. 79-14391 /K-79-0045 

2. 15-067-20467 

3.103 

4. Cities Service Company 

5. Alexander E No 3 

6. Panoma 

7. Grant. KS 

8. 88.8 million cubic feet 

9. July 30. 1979 

10. Cities Service Gas Company 

1. 79-14392/K-79-0042 

2. 15-067-20515 

3. 103 

4. Cities Service Company 

5. Goering B No 2 

8. Panoma 


7. Grant, KS 

8. 54.7 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 

1. 79-14393/K-79-0043 

2. 15-067-20470 

3.103 

4. Cities Service Company 

5. Gray B No 2 

6. Panoma 

7. Grant. KS 

8. 68.1 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 

1. 79-14394/K-79-0044 

2. 15-067-20517 

3.103 

4. Cities Service Company 

5. Gray C No 2 

6. Panoma 

7. Grant. KS 

8. 98JB million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 
1. 79-14470/K-79-0059 

2.15- 189-20409 

3.103 

4. Kaiser Francis Oil Company 

5. Kelly B No 2-A 

6. Panoma Council Grove 

7. Stevens. KS 

8. 240.0 million cubic feet 

9. July 31.1979 

10. Panhandle Eastern Pipeline Co 
1. 79-14471 /K-79-0001 

2.15- 119-00000 

3.108 

4. Kansas Gas Purchasing 

5. Hockett No 1 

6. Hockett 

7. Meade. KS 

8. 9.0 million cubic feet 

9. July 31.1979 

10. Northern Natural Gas Company 
1. 79-14472/K-79-0002 

2.15- 119-00000 

3. 100 

4. Kansas Gas Purchasing 

5. Gano No 1 

6. Hockett 

7. Meade. KS 

8.16.3 million cubic feet 

9. July 31.1979 

10. Northern Natural Gas Company 

1. 79-14473/K-79-0010 

2. 15-007-00000 

3. 108 

4. Braden-Deem Inc 

5. Kincaid Estate Unt A 
0. Aetna 

7. Barber. KS 

8.14.6 million cubic feet 

9. July 31. 1979 

10. Kansas Power and Light Company 
1. 79-14474/K-79-0012 

2.15- 129-20101 

3.108 

4. Charles B Wilson Jr Ltd 

5. Karl E. Niles No 1-14 

6. Greenwood Ga9 Field 

7. Morton County. KS 

8.12.0 million cubic feet 

9. July 31.1979 

10. Colorado Interstate Gas Co 
1. 79-14475/K-79-0013 


2. 15-007-00000 

3.108 

4. Braden-Deem Inc 

5. Wheat B-2 

6. Aetna 

7. Barber, KS 

8.18.0 million cubic feet 

9. July 31.1979 

10. Kansas Power and Light Company 
1. 79-14476/K-79-0014 

2.15-007-00000 

3.108 

4. Braden-Deem Inc 

5. Wheat B-l 

6. Aetna 

7. Barber. KS 

8.15.8 million cubic feet 

9. July 31.1979 

10. Kansas Power 8 Light Company 
1. 79-14477/K-79-0015 

2.15- 007-00000 

3.108 

4. Braden-Deem Inc 

5. Wheat #3 

6. Aetna 

7. Barber, KS 

8.14.4 million cubic feet 

9. July 31.1979 

10. Kansas Power & Light Company 
1. 79-14478/K-79-0020 

2.15- 187-20234 

3. 103 

4. Kansas Petroleum inc 

5. Carrithers #1 

6. Panoma Council Grove 

7. Stanton. KS 

8.14.0 million cubic feet 

9. July 31.1979 

10. Colorado Interstate Gas Co 

New Mexico Department of Energy end 
Minerals, Oil Conservation Division 

1. Control Number (FERC/Stale) 

2. API Well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County. State or Block No. 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaser(s) 

*1. 79-14479 

2. 30-025-00000 

3.103 

4. Texas Oil 8 Gas Corp 

5. Osudo State #1 

6. N Osudo (Morrow) 

7. Lea. NM 

8.1825.0 million cubic feet 

9. July 31.1979 

10. Bixco Inc 

1. 79-14480 

2. 30-025-00000 

3.103 Denied 

4. Tipperary Oil and Gas Corp 

5. Kelsay #1 

6. No Bagley Pennsylvanian 

7. Lea, NM 

8.15.0 million cubic feet 

9. July 31,1979 

10. Warren Petroleum Corp 
1. 79-14481 
2.30-005-00000 

3.103 
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4. Stevens Oil Company 

5. CITGO A State No 6 

6. Twin Lakes San Andres 

7. Chaves, NM 

8.12.0 million cubic Feet 

9. July 31, 1979 

10. Transwestern Pipeline Co 

1. 79-14482 

2. 30-005-00000 

3.103 

4. El Ran Inc 

5. Roberts *1 Prod Unit #17163 

6. Chaveroo (San Andres) 

7. Chaves, NM 

8. 18.0 million cubic feet 

9. July 31,1979 

10. Transwestem Pipeline Company 

1. 79-14483 

2. 30-005-00000 

3.103 

4. El Ran Inc 

5. Roberts #2 Prod Unit #17163 

6. Chaveroo (San Andres) 

7. Chaves. NM 

8.15.0 million cubic feet 

9. July 31,1979 

10. Transwestem Pipeline Company 
1.79-14484 

2. 30-025-25654 

3.103 

4. Tenneco Oil Company 

5. Kemnitz Deep #1 

6. Kemnitz Atoka-Morrow (undesignated] 

7. Lea. NM 

8. 639.0 million cubic feet 

9. July 31. 1979 

10. Northern Natural Gas Company 

1. 79-14485 

2. 30-015-22692 

3.103 

4. Southland Royalty Company 

5. State 16 Comm #1 

6. Turkey-Track Morrow 

7. Eddy. NM 

8. 300.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Yar Co 

1. 79-14486 

2. 30-005-00000 

3.103 

4. Stevens Oil Company 

5. CITCO-State #5 

6. Twin Lakes San Andres 

7. Chaves. NM 

8. 2.5 million cubic feet 

9. July 31,1979 

10. Transwestem Pipeline Co 

Texas Railroad Commission, Oil and Gas 
Division 

L Control Number (FERC/State) 

2. API Well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County. State or Block No. 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaser^) 

1. 79-14762/01453 

2. 42-501-31448 

3. 103 

4 Shell Oil Company et al 

5. Denver Unit 4228 


6. Wasson 

7. Yoakum. TX 

8. 73.0 million cubic feet 

9. August 1. 1979 

10. Shell Oil Company, Coltexo Carp 

1. 79-14649/03676 

2. 42-409-31238 

3.102 

4. Edwin L Cox 

5. Cox-U Schmidt #1 

6. * Midway South 

7. San Patricio. TX 

8. 500.0 million cubic feet 

9. July 31.1979 

10. Florida Gas Transmission Company 

1. 79-14650/03673 

2. 42-211-30657 

3.103 

4. Gulf Oil Corporation 

5. Forgey #4-79 

6. Alpar Tonkawa 

7. Hemphill. TX 

8. 07.0 million cubic feet 

9. July 31.1979 

10. Cities Service Gas Co 

1. 79-14651/03672 

2. 42-195-30316 

3. 103 

4. Gulf Oil Corporation 

5. J I Steele #2-53 

6. Bernstein 

7.1 lansford. TX 

8. 216.0 million cubic feet 

9. July 31. 1979 

10. Transwestem Pipeline Co 

1. 79-14652/03670 

2. 42-211-00000 

3. 103 

4. Gulf Oil Corporation 

5. J Campbell #2-^56 

6. Red Deer Creek 

7. Hemphill. TX 

8. 708.0 million cubic feet 

9. July 31.1979 

10. Transwestem Pipeline Co 

1. 79-14653/03636 

2. 42-445-30330 

3. 103 

4. Amoco Production Company 

5. Christine Devitt No 6 

6. Kingdom (Abo Reef) 

7. Terry, TX 

6. 8.4 million cubic feet 

9. July 31.1979 

10. F.l Paso Natural Gas Co 

1. 79-14654/03611 

2. 42-295-30587 

3.103 

4. Universal Resources Corporation 

5. Coodson #l-2«2 04370 

6. Lipscomb SW (Cleveland-Oil) 

7. Lipscomb. TX 

8.16.0 million cubic feet 

9. July 31, 1979 

10. Phillips Petroleum Company 

1. 79-14655/03610 

2. 42-295-30574 

3. 103 

4. Universal Resources Corporation 

5. Tubb #1-247 04374 

6. Lipscomb SW (Cleveland-Oil) 

7. Lipscomb. TX 

8.150.0 million cubic feet 

9. July 31. 1979 

10. Phillips Petroleum Company 


1. 79-14656/03606 

2. 42-103-31784 

3.103 

4. Warren Pet Co Div/Gulf Oil Corp 

5. JB Tubb B Tr A #50 

6. Sand Hills (Tubb) 

7. Crane. TX 

8. 7.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 
1.79-14657/03602 

2. 42-103-31768 

3.103 

4. Warren Pet Co Div/Gulf Oil Corp 

5. J B Tubb A No 35 

6. Sand Hills (Tubb) 

7. Crane. TX 

8. 7.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 

1. 79-14658/03592 

2. 42-103-31783 

3. 103 

4. Warren Pet Co Div/Gulf Oil Corp 

5. J B Tubb B TR A No 51 

6. Sand Hills (Tubb) 

7. Crane. TX 

8. 6.0 million cubic feet 

9. July 31. 1979 

10. El Paso Natural Gas Co 

1. 79-14659/03590 

2. 42-211-30916 

3.103 

4. Culf Oil Corporation 

5. W Campbell No 3-56 

6. Red Deer Creek 

7. Hemphill. TX 

8.10.0 million cubic feet 

9. July 31. 1979 

10. Transwestem Pipeline Co 

1. 79-14660/03580 

2. 42-365-30717 

3.103 

4. Tenneco Oil Company 

5. Floyd Gas Unit No 3 

6. Bethany 

7. Panola. TX 

8.100.0 million cubic feet 

9. July 31.1979 

10. United Gas Pipeline Company 

1. 79-14661/03579 

2. 42—483-30507 

3. 103 

4. Amarillo Oil Company 

5. Brown No 1-6 (Morrow) 78044 

6. Buffalo Wallow (Morrow) 

7. Wheeler, TX 

8. 747.0 million cubic feet 

9. July 31.1979 

10. Pioneer Natural Cas Company 

1. 79-14662/03573 

2. 42-103-31901 

3. 103 

4. Exxon Corporation 

5. | B Tubb A/C-l Well No 174L 

6. Sand Hills (Tubb) 

7. Crane. TX 

B. 3.0 million cubic feet 
9. July 31, 1979 

*10. El Paso Natural Gas Company 

1. 79-14663/03572 

2. 42-219-32613 

3.103 

4. Exxon Corporation 

5. W A Coons Well No 45 
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6. Kingdom (ABO Reef) 

7. Hockley, TX 

8. .5 million cubic feet 

9. July 31.1979 

10. Amoco Production Company 

1. 79-14664/03570 

2. 42-103-31961 

3. 103 

4. Exxon Corporation 

5. J B Tubb A/C-l Well No 174U 

6. Sand Hills (Judkins) 

7. Crane, TX 

8. 3.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14665/03554 

2. 42-103-31462 

3. 103 

4. Warren Pet Co Div/Gulf Oil Corp 

5. J B Tubb B No 47 

6. Sand Hills (Tubb) 

7. Crane. TX 

8. 6.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14660/03552 

2. 42-103-31785 

3. 103 

4. Warren Pet Co Div/Gulf Oil Corp 

5. J B Tubb B TR A No 49 

6. Sand Hills (Tubb) 

7. Crane. TX 

8.16.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79^14667/03551 

2. 42-103-31950 

3.103 

4. Warren Pet Co Div/Gulf Oil Corp 

5. P J Lea et al No 74 

6. Lea (San Andres) 

7. Crane. TX 

8. 5.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14668/03549 

2. 42-103-31813 

3.103 

4. Warren Pet Co Div/Gulf Oil Corp 

5. W N Waddell et al No 1100 

6. Sand Hills (Tubb) 

7. Crane. TX 

8. 8.0 million cubic feet 

9. July 31, 1979 

10. El Paso Natural Gas Company 

1. 79-14669/03547 

2. 42-445-30338 

3.103 

4. Gulf Oil Corporation 

5. Mallet Land & Cattle Co No 70 

6. Kingdom (ABO Reef) 

7. Terry, TX 

8. 7.2 million cubic feet 

9. July 31, 1979 

10. Amoco Production Company 

1. 79-14670/02092 

2. 42-371-32547 

3. 103 

4. Robert L Glossop 

5. Cities Service et al No 2ID No 77169 

6. Putnam (Wichita Albany) 

7. Pecos. TX 

8. 274.0 million cubic feet 

9. July 31.1979 

10. Transwestern Pipeline Co 


1.79-14671/02091 
2. 42-371-32660 

3.103 

4. Robert L Glossop 

5. No 3 C Cities Service et al ID No 79903 

6. Putnam (Wichita Albany) 

7. Pecos, TX 

8. 210.0 million cubic feet 

9. July 31.1979 

10. Transwestem Pipeline Co 

1. 79-14672/02015 

2. 42-103-31777 

3.103 

4. Worren Pet Co Div/Gulf Oil Corp 

5. J B Tubb A No 34 

6. Sand Hills (Tubb) 

7. Crane, TX 

8. 32.0 million cubic feet 

9. July 31.1979 

10. El Piiso Natural Gas Company 

1. 79-14673/02090 

2. 42-371-32660 

3.103 

4. Robert L Glossop 

5. No 3 T Cities Service et al ID No 79902 

6. Putnam (Wolfcamp) 

7. Pecos. TX 

8. 328.0 million cubic feet 

9. July 31.1979 

10. Transwestem Pipeline Co 

1. 79-14674/00259 

2. 42-211-03143 

3.103 

4. McCulloch Oil Corp of Texas 

5. Mathers Ranch No 38 

6. Humphreys-Douglas 

7. Hemphill, TX 

8. 430.0 million cubic feet 

9. July 31.1979 

10. Arkansas Louisana Gas Company 

1. 79-14675/00262 

2. 42-211-30998 

3. 103 

4. McCulloch Oil Corp of Texas 

5. Mathers Ranch No 34 

6. Humphreys-Douglas 

7. Hemphill, TX 

8. 430.0 million cubic feet 

9. July 31.1979 

10. Arkansas Louisana Gas Company 

1. 79-14876/00260 

2. 42-211-31038 

3. 103 

4. McCulloch Oil Corp of Texas 

5. Mathers Ranch No 36 

6. Humphreys-Douglas 

7. Hemphill. TX 

8. 430.0 million cubic feet 

9. July 31. 1979 

10. Arkansas Louisana Gas Company 

1. 79-14677/01921 

2. 42-481-31642 

3.103 

4. Vanderbilt Resourses Corporation 

5. Miller No 1 

6. New Taiton (Frio 4600J 

7. Wharton, TX 

8. 87.0 million cubic feet 

9. July 31, 1979 

10. Tennessee Gas Pipeline Company 

1. 79-14678/01866 

2. 42-481-31580 

3.103 

4. Jon Nelson 

5. Forgason No 1 


6. South West Bernard 

7. Wharton, TX 

8. 55.0 million cubic feet 

9. July 31.1979 

10. Tennessee Gas Pipeline 

1. 79-14679/03750 

2. 42-475-31005 

3. 107 

4. Forrest Oil Corporation 

5. Golden Unit No 1 RRC No 76685 

6. Vermejo (FusselmanJ 

7. Ward. TX 

8. 485.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14680/03779 

2. 42-105-31851 
3.103 

4. Hytech Energy Corporation 

5. Shannon Est No 1 RRC 76165 

6. Noelke NE (Queen) 

7. Crockett, TX 

8. 47.5 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14681/03839 

2. 42-165-30686 
3.103 

4. Hytech Energy Corporation 

5. Sherman No 1 

6. G-M-K South (San Andres) 

7. Gaines. TX 

8. 2.9 million cubic feet 

9. July 31,1979 

10. Phillips Petroleum Company 

1. 79-14682/03840 

2. 42-165-31356 
3.103 

4. Hytech Energy Corporation 

5. Sherman No 2 

6. G-M-K South (San Andres) 

7. Gaines. TX 

8.1.0 million cubic feet 

9. July 31, 1979 

10. Phillips Petroleum Company 

1. 79-14683/03924 

2. 42-185-30066 
3.102 

4. Cashco Energy Corporation 

5. D M Wright No 1 

6. Iola (Glen Rose B) 

7. Grimes. TX 

8. 365.0 million cubic feet 

9. July 31, 1979 

10 . 

1. 79-14684/03925 

2. 42-185-30194 
3.102 

4. Cashco Energy Corporation 

5. F I Johnson No 6-R 

6. Hill (Georgetown) 

7. Grimes, TX 

8.160.0 million cubic feet 

9. July 31, 1979 

10. Armour Pipe Line Company 

1. 79-14685/03984 

2. 42-211-30984 
3.102 

4. Earl T Smith & Associates Inc 

5. Dodd No 1 

6. Briscoe (Morrow) 

7. Hemphill. TX 

8. 2000.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 
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1. 79-14686/04392 

2. 42-391-31161 

3.103 

4. Continental Oil Co 

5: | F Welder Heirs R No 6 73204 

6. West Vidauri (4800) 

7. Refugio. TX 

8.12.0 million cubic feet 

9. July 31.1979 

10. Houston Pipeline Company 

1. 79-14687/04748 

2. 42-211-30710 

3.103 

4. Kerr-McGee Corporation 

5. Mary Jones #4 

6. Hemphill (Granite Wash) 

7. Hemphill, TX 

8. 604.0 million cubic feet 

9. July 31.1979 

10. Pioneer Natural Gas Company. Kansas- 
Nebraska Pipeline. Panhandle Eastern 
Pipeline Co 

1. 79-14688/04753 

2. 42-103-31895 

3.103 

4. Warren Pet Co Div/Gulf Oil Corp 

5. W N Waddell et al #1101 

6. Sand Hills (Judkins) 

7. Crane. TX 

8.11.0 million cubic feet 

9. July 31.1979 

10. H-T Gathering Co 

1. 79-14689/04873 

2. 42-357-30860 

3.103 

4. Natural Gas Anadarko Inc 

5. Dudley #1-661 

8. Dude Wilson 

7. Ochiltree. TX 

8. 200.0 million cubic feet 

9. July 31.1979 

10. Transwestem Pipeline Company 

1. 79-14090/00098 

2. 42-355-30832 

3.102 

4. Pennzoil Producing Co 

5. Clara Driscoll No A-12(U) 

6. Agua Dulce 

7. Nueces. TX 

8. 275.0 million cubic feet 

9. August 1,1979 

10. United Gas Pipeline Co 
1.79-14691/00347 

2.42-203-30495 

3.103 

4. Texas Oil & Gas Corp 

5. Mamey #1 (10018) 

6. Scottsville E (TraviB Peak) 

7. Harrison, TX 

8. 55.0 million cubic feet 

9. August 1,1979 

10. Texas Eastern Transmission Corp 

1. 79-14692/00348 

2. 42-203-30506 

3.103 

4. Texas Oil & Gas Corp 

5. Vaughn A #1 (78748) 

6. Waskom (Pettit Lower) 

7. Harrison. TX 

8. 310.0 million cubic feet 

9. August 1.1979 

10. Texas Eastern Transmission Corp 

1. 79-14593/00393 

2. 42-295-30567 

3.102 


4. Lear Petroleum Corporation 

5. Wetmore No 1 

6. Lear (Morrow Upper) 

7. Lipscomb, TX 

8. 365.0 million cubic feet 

9. fuly 31.1979 

10. Northern Natural Gas Company. Rael Gas 
Company 

1. 79-14694/00392 

2. 42-295-30580 
3.102 

4. Lear Petroleum Corporation 

5. Bowdle No 1 

6. Lear (Morrow Upper) 

7. Lipscomb, TX 

8.1095.0 million cubic feet 

9. July 31.1979 

10. Northern Natural Gas Company. Rael Gas 
Company 

1. 79-14695/00471 

2. 42-203-00000 

3. 108 

4. The Maurice L Brown Company 

5. Furrh-Lewis Gas Unit #2 

6. Bethany 

7. Harrison County. TX 

8. 4.0 million cubic feet 

9. August 1.1979 

10. United Gas Pipeline Company 

1. 79-14696/00472 

2. 42-203-00000 
3.108 

4. The Maurice L Brown Compuny 

5. Ruby Russell Gas Unit #1 

6. Bethany 

7. Harrison County. TX 

8. 5.0 million cubic feet 

9. August 1,1979 

10. United Gas Pipeline Company 

1. 79-14697/00473 

2. 42-365-00000 
3.108 

4. The Maurice L Brown Company 

5. Bagley Gas Unit #1 

6. Bethany 

7. Panola County. TX 

8.15.0 million cubic feet 

9. August 1.1979 

10. United Gas Pipeline Company 

1. 79-14698/00474 

2. 42-203-00000 

3. 108 

4. The Maurice L Brown Company 

5. Newton-Whiteside Gas Unit #1 

6. Bethany-Pettit 

7. Harrison County. TX 
8.14.0 million cubic feet 

9. August 1,1979 

10. United Ca9 Pipeline Company 

1. 79-14699/00477 

2. 42-203-00000 

3. 108 

4. The Maurice L Brown Company 

5. Timmins Gas Unit B #1 

6. Bethany 

7. Harrison. TX 

8. 6.0 million cubic feet 

9. August 1,1979 

10. Tennessee Ga9 Pipeline Company 

1. 79-14700/00555 

2. 42-103-00000 

3. 103 

4. WM& A P Fuller 

5. Ewell McKnight No 11 

6. Armer (Clearfork) 


7. Crane, TX 

6. 55.0 million cubic feet 

9. July 31.1979 

10. Warren Petroleum Corporation 

1. 79-14701/00557 

2. 42-103-00000 

3.103 

4. W M & A P Fuller 

5. Ewell McKnight No 15 

6. Armer (Glorieta) 

7. Crane. TX 

8. 25.0 million cubic feet 

9. July 31.1979 

10. Warren Petroleum Corporation 

1. 79-14702/00565 

2. 42-419-30286 

3.102 

4. WHB Exploration Inc 

5. Davis-Jones 79634 

6. Joaquin Southeast (Travis Peak) 

7. Shelby. TX 

8. 547.5 million cubic feet 

9. August 1,1979 

10. Texas Eastern Transmission Corp 

1. 79-14703/00567 

2. 42-507-00000 

3.102 

4. Mole Operating Company Inc 

5. Mole Pryor Box 1-T 

6. Wildcat 

7. Zavala, TX 

8.182.5 million cubic feet 

9. August 1,1979 

10. Lovaca Gathering Co 

1. 79-14704/00569 

2. 42-383-00000 

3.103 

4. Frank Cass 

5. Hughes 5 RRC No 07337 

6. Spraberry (Trend area) 

7. Reagan. TX 

8. 46.4 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Co 

1. 79-14705/00570 

2. 42-383-00000 

3.103 

4. Frank Cass 

5. Hughes 22-B RRC No 07334 

6. Sprabery (Trend area) 

7. Reagan, TX 

8. 44.7 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Co 

1. 79-14706/00577 

2. 42-413-00000 

3.102 

4. Arapaho Petroleum Incorporated 

5. Otis Deal #1 

6. Buck Horn (Wilberns) Field 

7. Schleicher. TX 

8. 218.5 million cubic feet 

9. August 1,1979 

10. «E1 Paso Natural Gas Company 

1. 79-14707/00620 

2. 42-393-00000 

3. 108 

4. D & C Gas Properties Inc 

*5. Shamrock Adelia C Clark 34237 
0. Quinduno (Albany Dolomite Lower) 

7. Roberts. TX 
8.11.5 million cubic feet 

9. July 31.1979 

10. Natural Gas Pipeline Company of 
America 
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1. 79-14708/00021 

2. 42-355-30840 

3.102 

4. McMoran Exploration Company 

5. State Tract 352 Well No 1 

8. Red Fish Bay (9500) 

7. Nueces. TX 

8. 35.0 million cubic feet 

9. August 1,1979 

10. United Gas Pipeline Co 

1. 79-14709/00034 

2. 42-203-00000 

3.108 

4. The Maurice L Brown Company 

5. Lawless Gus Unit A #1 

6. Bethany 

7. Harrison, TX 

8.12.0 million cubic feet 

9. August 1,1979 

10. Tennessee Gas Pipeline Company 

1. 79-14710/00663 

2, 42-203-00000 

3.103 

4. Hurley Petroleum Corporation 

5. Jos Rogers #T7 

6. Waskom (Cotton Valley) 

7. Harrison, TX 

8. 360.0 million cubic feet 

9. July 31,1979 

10. Miss River Transmission Corp 

1. 79-14711/00667 

2. 42-249-03300 

3.108 

4. Joseph G Gibson 

5. H C De Tijerina #48-T 

6. T-C-B 

7. Jim Wells, TX 

8. 9.1 million cubic feet 

9. August 1,1979 

10. Natural Gas Pipeline Co of America 

1. 79-14712/00668 

2. 42-365-00790 

3.108 

4. Joseph G Gibson 

5. T C Adams #18 

6. Bethany 

7. Panola*TX 

8. 4.7 million cubic feet 

9. August 1. 1979 

10. United Gas Pipeline 

1. 79-14713/0721 

2. 42-175-00000 

3.108 

4. M D Abel 

5. Ramsey B-l 10=69110 

6. A-B-R (Miocene 1600) 

7. Goliad. TX 

8. 2.0 million cubic feet 

9. July 31.1979 

10. United Gas Pipeline Company 

1. 79-14714/00732 

2. 42-003-00000 

3. 108 

4. Joseph I O’Neill Jr 

5. University C #1 73148 

8. Block 12 (Yates) 

7. Andrews, TX 

8. 6.0 million cubic feet 

9. July 31.1979 

10. Northern Natural Gas Company 

1. 79-14715/00743 

2. 42-383-00000 

3. 103 

4 Michel T Huibouty 

5. Rocker B Lse #2 07457 


6. Sprayberry (Trend Area) 

7. Reagan TX 

8.13.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Co 

1. 79-14718/00744 

2. 42-383-00000 

3.103 

4. Michel T Halbouty 

5. Rocker B Lse #3 07457 

6. Sprayberry (Trend Area) 

7. Reagan TX 

8.13.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 

1. 79-14717/00745 

2. 42-383-00000 

3. 103 

4. Michel T Halbouty 

5. Rocker B Lse #9 07457 

6. Sprayberry (Trend Area) 

7. Reagan TX 

8.15.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Co 

1. 79-14718/00746 

2. 42-383-00000 

3.103 

4. Michel T Halbouty 

5. Rocker B Lse *5 07457 

6. Sprayberry (Trend Area) 

7. Reagan TX 

8.13.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Co 

1. 79-14719/00797 

2. 42-391-31292 

3.103 

4. Belco Petroleum Corporation 

5. Tatton B Well No 2 

6. Twin Creek (Marg Upper) 

7. Refugio TX 

8.127.8 million cubic feet 

9. July 31.1979 

10. Texas Eastern Transmission Coip 

1. 79-14720/00810 

2. 42-461-00000 

3. 103 

4. Energy Reserves Group Inc 

5. R P Amacker =2 (02963) 

6. Amacker Tippett (Wolfcamp) 

7. Upton TX 

8. 39.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 

1. 79-14721/00883 

2. 42-393-30262 

3.103 

4. Amarillo Oil Company 

5. Fields-Mahler Unit #2-98 

6. Mendota NW (Granite Wash SW) 

7. Roberts TX 

8. 240.0 million cubic feet 

9. July 31. 1979 

10. Pioneer Natural Gas Company 
1. 79-14722/00884 

Z 42-393-00000 

3. 103 

4. Amarillo Oil Company 

5. Fields-Mahler Unit #3-98 

6. Mendota NW (Granite Wash SW) 

7. Roberts TX 

8. 240.0 million cubic feet 

9. July 31.1979 

10. Pioneer Natural Gas Company 


1. 79-14723/00968 

2. 42-383-31297 

3.103 

A Kr'inW Paco 

5. Hughes 14 No 1 RRC No 07693 

6. Spraberry (Trend Area) 

7. Reagan TX 

8. 32.8 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14724/00970 

2. 42-371-00000 

3.108 

4. UV Industries Inc 

5. Santa Rosa No 1 

6. Santa Rosa 

7. Pecos TX 

8.11.9 million cubic feet 

9. July 31, 1979 

10. El Paso Natural Gas Company 

1. 79-14725/00971 

2. 42-483-30464 

3.107 

4. An-Son Texas Corporation 

5. Mills #1-40 

6. Mills Ranch (Upper Hunton) Field 

7. Wheeler. TX 

8. 73.0 million cubic feet 

9. August 1,1979 

10. Northern Natural Gas Co 

1. 79-14726/00984 

2. 42-105-00000 

3.108 

4. Bill J Graham 

5. University 1 Well #2 

6. Howard Draw (Grayburg San Andres) 

7. Crockett, TX 

8.14.0 million cubic feet 

9. July 31.1979 

10. The Permain Corporation 

1. 79-14727/00986 

2. 42-329-30778 

3.103 

4. Halvey Energy Co 

5. Braun B No 1 

6. Spraberry Trend Area (CLFK) 

7. Midland. TX 

8. 22.0 million cubic feet 

9. July 31, 1979 

10. El Paso Natural Gas Co 

1. 79-14728/00987 

2. 42-329-30800 

3.103 

4. Halvey Energy Co 

5. Braun C No 1 

6. Spraberry Trend Area (CLFK) 

7. Midland, TX 

8. 20.0 million cubic feet 

9. July 31, 1979 

10. El Paso Natural Gas Co 

1. 79-14729/00989 

2. 42-233-00000 

3. 103 

4. Fitkin Oil Company 

5. Tevebaugh #1-115 

6. Shirley Cleveland 

7. Hutchinson, TX 

8. 203.0 million cubic feet 

9. July 31.1979 

10. Northern Naturul Gas Company 

1. 79-14730/01030 

2. 42-165-31490 

3. 103 

4. Exxon Corporation 

5. Robertson (CLFK) Unit Well #5702 
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6. Robertson N (Clearfork 7100) 

7. Gaines. TX 

8. 20.0 million cubic feet 

9. August 1,1979 

10. Phillips Petroleum Co 

1. 79-14731/01170 

2. 42-465-30296 

3.103 

4. Hunt Energy Corporation et al 

5. S M Brown No 1 77182 

6. Vinegarone (Strawn 10000) 

7. Val Verde. TX 

8. 208.0 million cubic feet 

9. August 1,1979 

10. Northern Natural Gas Company 

1. 79-14732/01173 

2. 42-211-30988 

3.103 

4. Anadarko Production Co 

5. Etheredge A 1-46 

6. Hemphill GW 

7. Hemphill, TX 

8. 360.0 million cubic feet 

9. July 31.1979 

10. Panhandle Eastern Pipeline Co 

1. 79-14733/01174 

2. 42-211-30959 

3.103 

4. Anadarko Production Co 

5. George A 3-45 

6. Hemphill GW 

7. Hemphill. TX 

8. 420.0 million cubic feet 

9. July 31.1979 

10. Panhandle Eastern Pipeline Co 

1. 79-14734/01175 

2. 42-211-31017 

3.103 

4. Anadarko Production Co 

5. George A 4-45 

6. Hemphill GW 

7. Hemphill. TX 

8. 250.0 million cubic feet 

9. July 31.1979 - 

10. Panhandle Eastern Pipeline Co 

1. 79-14735/01176 

2. 42-211-30729 

3.103 

4. Anadarko Production Co 

5. Flowers B 4-47 

6. Hemphill GW 

7. Hemphill, TX 

8. 288.0 million cubic feet 

9. July 31.1979 

10. Panhandle Eastern Pipeline Co 

1. 79-14736/01177 

2. 42-211-30728 

3. 103 

4. Anadarko Production Co 

5. Yeager A 1—46 

6. Hemphill GW 

7. Hemphill, TX 

8. 264.0 million cubic feet 

9. July 31,1979 

10. Panhandle Eastern Pipeline Co 

1. 79-14737/01178 

2. 42-211-30914 

3.103 

4. Anadarko Production Co 

5. George B 2-28 L 

8. Hemphill GW 

7. Hemphill, TX 

8. 360.0 million cubic feet 

9. July 31.1979 

10. Panhandle Eastern Pipeline Co 


1. 79-14738/01263 

2. 42-393-30646 

3. 103 

4. Amarillo Oil Company 

5. Flowers D *2-7 (80301) 

6. Mendota NW (Granite Wash SW) 

7. Roberts. TX 

8. 215.0 million cubic feet 

9. August 1,1979 

10. Pioneer Natural Gas Company 

1. 79-14739/01370 

2. 42-285-00000 

3.103 

4. Barth Energy Corporation 

5. Klimitcheck Estate No 1 

6. Lavaca River Field 

7. Lavaca. TX 

8. 90.0 million cubic feet 

9. August 1,1979 

10. Texas Eastern Transmission Corp 

1. 79-14740/01371 

2. 42-285-31306 

3.103 

4. Barth Energy Corp 

5. Oscar Gordon #1 

6. Lavaca River Field 

7. Lavaca. TX 

8. 90.0 million cubic feet 

9. August 1,1979 

10. Texas Eastern Transmission Corp 

1. 79-14741/01376 

2. 42-357-30418 

3.103 

4. Earl T Smith & Associates Inc 

5. Tarbox #1 

6. Perryton (Morrow Lower) 

7. Ochiltree. TX 

8.180.0 million cubic feet 

9. August 1,1979 

10. Northern Natural Gas Company 

1. 79-14742/01387 

2. 42-501-31444 

3. 103 

4. Shell Oil Company et al 

5. Denver Unit 4118 

6. Wasson 

7. Yoakum. TX 

8. 35.0 million cubic feet 

9. August 1,1979 - 

10. Shell Oil Company, Coltexo Corp 

1. 79-14743/01388 

2. 42-501-31457 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 4117 

6. Wasson 

7. Yoakum, TX 

8. 40.9 million cubic feet 

9. August 1.1979 

10. Shell Oil Company. Coltexo Corp 

1. 79-14744/01390 

2. 42-501-31453 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 3736 

6. Wasson 

7. Yoakum, TX 

8. 44.5 million cubic feet 

9. August 1.1979 

10. Shell Oil Company, Coltexo Corp 

1. 79-14745/01394 

2. 42-501-31462 

3. 103 

4. Shell Oil Company et al 

5. Denver Unit 3632 


6. Wasson 

7. Yoakum. TX 

8.118.3 million cubic feet 

9. August 1.1979 

10. Shell Oil Company. Coltexo Corp 

1. 79-14746/01397 

2. 42-501-31433 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 3532 

6. Wasson 

7. Yoakum, TX 

8. 88.3 million cubic feet 

9. August 1.1979 

10. Shell Oil Company, Coltexo Corp 

1. 79-14747/01402 

2. 42-501-31305 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 2833 

6. Wasson 

7. Yoakum. TX 

8. 2.9 million cubic feet 

9. August 1.1979 

10. Shell Oil Company. Coltexo Corp 

1. 79-14748/01403 

2. 42-501-31306 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 2832 

6. Wasson 

7. Yoakum, TX 

8. 8.4 million cubic feet 

9. August 1.1979 

10. Shell Oil Company. Coltexo Corp 

1. 79-14749/01406 

2. 42-501-31449 

3. 103 

4. Shell Oil Company et al 

5. Denver Unit 2731 

6. Wasson 

7. Yoakum. TX 

8. 328.5 million cubic feet 

9. August 1.1979 

10. Shell Oil Company, Coltexo Corp 

1. 79-14750/01407 

2. 42-501-31308 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 2729 

6. Wasson 

7. Yoakum, TX 

8.10.6 million cubic feet 

9. August 1,1979 

10. Shell Oil Company. Coltexo Corp 

1. 79-14751/01408 

2. 42-501-31455 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 2728 

6. Wasson 

7. Yoakum. TX 

8. 20.4 million cubic feet 

9. August 1,1979 

10. Shell Oil Company, Coltexo Corp 

1. 79-14752/01411 

2. 42-501-31454 

3.103 

Shell Oil Company et al 

5. Denver Unit 2632 

6. Wasson 

7. Yoakum. TX 

8. 73.7 million cubic feet 

9. August 1.1979 

10. Shell Oil Company, Coltexo Corp 
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1. 79-14753/01412 
2.42-501-31465 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 2631 

6. Wasson 

7. Yoakum, TX 

8. .7 million cilbic feet 

9. August 1,1979 

10. Shell Oil Company, Coltexo Corp 

1. 79-14754/01414 

2. 42-501-31309 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 1717 

6. Wasson 

7. Yoakum, TX 

8. 36.0 million cubic feet 

9. August 1,1979 

10. Shell Oil Company. Coltexo Corp 

1. 79-14755/01415 

2. 42-501-31456 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 1718 

6. Wasson 

7. Yoakum. TX 

8. 4.7 million cubic feet 

9. August 1.1979 

10. Shell Oil Company, Coltexo Corp 

1. 79-14756/01444 

2. 42-501-31441 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 5413 

6. Wasson 

7. Yoakum, TX 

8. .0 million cubic feet 

9. August 1.1979 

10. Shell Oil Company. Coltexo Corp 

1. 79-14757/01446 

2. 42-501-31450 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 5513 

6. Wasson 

7. Yoakum, TX 

8. 8.8 million cubic feet 

9. August 1.1979 

10. Shell Oil Company, Coltexo Corp 

1. 79-14758/01448 

2. 42-501-31442 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 5411 

6. Wasson 

7. Yoakum, TX 

8. 74.5 million cubic feet 

9. August 1,1979 

10. Shell Oil Company, Coltexo Corp 

1. 79-14759/01449 

2. 42-501-31440 

3. 103 

4. Shell Oil Company et al 

5. Denver Unit 5412 

6. Wasson 

7. Yoakum. TX 

8.196.0 million cubic feet 

9. August 1,1979 

10. Shell Oil Company, Coltexo Corp 

1. 79-14760/01451 

2. 42-501-31446 

3. 103 

4. Shell Oil Company et al 

5. Denver Unit 4224 


6. Wasson 

7. Yoakum. TX 

8. 70.1 million cubic feet 

9. August 1.1979 

10. Shell Oil Company. Coltexo Corp 

1. 79-14761/01452 

2. 42-501-31447 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 4225 

6. Wasson 

7. Yoakum. TX 

8. 96.4 million cubic feet 

9. August 1,1979 

10. Shell Oil Company, Coltexo Corp 

1. 79-14763/01454 

2. 42-501-31451 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 4227 

6. Wasson 

7. Yoakum. TX 

8. 21.9 million cubic feet 

9. August 1,1979 

10. Shell Oil Company, Coltexo Corp 

1. 79-14764/01456 

2. 42-501-31460 

3. 103 

4. Shell Oil Company et al 

5. Denver Unit 4538 

6. Wasson 

7. Yoakum, TX 

8. 56.9 million cubic feet 

9. August 1,1979 

10. Shell Oil Company, Coltexo Corp 

1. 79-14765/01457 

2. 42-501-01463 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 4633 

6. Wasson 

7. Yoakum, TX 

8.151.8 million cubic feet 

9. August 1,1979 

10. Shell Oil Company, Coltexo Corp 

1. 79-14766/01458 

2. 42-501-31464 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 4634 

6. Wasson 

7. Yoakum, TX 

8. 76.6 million cubic feet 

9. August 1,1979 

10. Shell Oil Company, Coltexo Corp 

1. 79-14767/01462 

2. 42-501-31452 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 5613 

6. Wasson 

7. Yoakum, TX 

8. 39.8 million cubic feet 

9. August 1.1979 

10. Shell Oil Company. Coltexo Corp 

1. 79-14768/01463 

2. 42-501-31458 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 5614 

6. Wasson 

7. Yoakum, TX 

8. 5.1 million cubic feet 

9. August 1,1979 

10. Shell Oil Company, Coltexo Corp 


1. 79-14769/01465 

2. 42-501-31459 

3.103 

4. Shell Oil Company et al 

5. Denver Unit 5714 

6. Wasson 

7. Yoakum, TX 

8. 93.1 million cubic feet 

9. August 1,1979 

10. Shell Oil Company. Coltexo Corp 

1. 79-14770/01506 

2. 42-375-30615 

3.103 

4. Gas Producing Enterprises Inc, 

5. Bivins 5-5 RO 

6. West Panhandle Red Cave 

7. Potter, TX 

8.15.0 million cubic feet 

9. August 1, 1979 

10. Colorado Interstate Gas Co. 

1. 79-14771/01507 

2. 42-375-30605 

3.103 

4. Gas Producing Enterprises Inc. 

5. Bivins 26-12 RO 

6. West Panhandle Red Cave 

7. Potter. TX 

8. 9.0 million cubic feet 

9. August 1.1979 

10. Colorado Interstate Gas Co. 

1. 79-14772/01508 

2. 42-376-30339 

3.103 

4. Gas Producing Enterprises Inc. 

5. Bivins 21-11 RO 

6. West Panhandle Red Cave 

7. Potter, TX 

8. 3.0 million cubic feet 

9. August 1.1979 

10. Colorado Interstate Gas Co. 

1. 79-14773/01509 

2. 42-376-30616 

3.103 

4. Gas Producing Enterprises Inc. 

5. Bivins 8-20 RO 

6. West Panhandle Red Cave 

7. Potter, TX 

8.10.0 million cubic feet 

9. August 1.1979 

10. Colorado Interstate Gas Co. 

1. 79-14774/01510 

2. 42-376-30602 

3.103 

4. Gas Producing Enterprises Inc. 

5. Bivins 6-13 RO 

6. West Panhandle Red Cave 

7. Potter. TX 

8. 6.0 million cubic feet 

9. August 1.1979 

10. Colorado Interstate Gas Co. 

1. 79-14775/01511 

2. 42-376-30627 

3.103 

4. Gas Producing Enterprises Inc. 

5. Bivins 6-13 RO 

6. W'est Panhandle Red Cave 

7. Potter, TX 

8. 6.0 million cubic feet 

9. August 1,1979 

10. Colorado Interstate Gas Co. 

1. 79-14776/01512 

2. 42-376-30631 

3. 103 

4. Gas Producing Enterprises Inc. 

5. Bivins 6-14 RO 
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6. West Panhandle Red Cave 

7. Potter, TX 

8. 4.0 million cubic feet 

9. August 1,1979 

10. Colorado Interstate Gas Co. 

1. 79-14777/01513 

2. 42-375-30633 

3.103 

4. Gas Producing Enterprises Inc. 

5. Bivins 20-1 RO 

0. West Panhandle Red Cave 

7. Potter, TX 

8.13.0 million cubic feet 

9. August 1.1979 

10. Colorado Interstate Gas Co. 

1. 70-14778/01544 

2. 42-163-00000 

3.103 

4. Wayne E. Glenn Associates Inc. 

5. Earl Howard #1 74308 
0. West Big Foot Gas 

7. Frio, TX 

8. 74.8 million cubic feet 

9. July 31.1979 

10. Transcontinental Gas Pipeline Corp. 
1.79-14779/01557 

2. 42-435-60000 

3.108 

4. UV Industries Inc. 

5. Mayer Ranch No. 7 

6. Mayer Ranch 

7. Sutton. TX 

8.10.5 million cubic feet 

9. July 31.1979 

10. Lovaca Gathering Company 

1. 79-14780/01558 

2. 42-235-60000 

3.108 

4. UV Industries Inc. 

5. Mayer Ranch No. 5 

6. Mayer Ranch 

7. Sutton. TX 

8. 2.2 million cubic feet 

9. July 31.1979 

10. Lovaca Gathering Company 

1. 79-14781/01559 

2. 42-235-00000 

3.108 

4. UV Industries Inc. 

5. Mayer Ranch No. 11 
0. Mayer Ranch 

7. Sutton. TX 

6. 2.5 million cubic feet 

9. July 31.1979 

10. Lovaca Gathering Company 

1. 79-14782/01560 

2. 42-235-60000 

3.108 

4. UV Industries Inc 

5. Mayer Ranch No 2 
0. Mayer Ranch 

7. Sutton, TX 

8. 0.8 million cubic feet 

9. July 31,1979 

10. Lovaca Gathering Company 

1. 79-14783/01563 

2. 42-103-60000 

3.103 

4. Warren Pet Co/Div Gulf Oil Corp 

5. J B Tubb A #31 

6. Sand Hills (Tubb) 

7. Crane, TX 

8. 315.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 


1. 79-14784/01564 

2. 42-103-60000 

3.103 

4. Warren Pet Co/Div Gulf Oil Corp 

5. J B Tubb A #31 

0. Sand Hills (McKnight) 

7. Crane. TX 

8.195,0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 

1. 79-14785/01589 

2. 42-249-60000 

3.108 

4. Mobil Oil Corporation 

5. C F H Von Blucher No 18T (ID11454) 

6. La Gloria/Helen 

7. Jim Wells, TX 

8. 3.9 million cubic feet 

9. July 31,1979 

10. Natural Gas Pipeline Co of America 

1. 79-14780/01612 

2. 42-211-30868 

3. 103 

4. Diamond Shamrock Corporation 

5. Charles E Brown No 11-U 

6. Canadian SE 

7. Hemphill. TX 

8.100.0 million cubic feet 

9. July 31.1979 

10. Northern Natural Gas Co 

1. 79-14787/01627 

2. 42-393-30615 

3.103 

4. Diamond Shamrock Corporation 

5. Morrison B No 3-30 

6. Morrison Ranch 

7. Roberts. TX 

8. 500.0 million cubic feet 

9. July 31.1979 

10 . 

1. 79-14788/01663 

2. 42-249-30848 

3. 103 

4. An tares Oil Corporation 

5. C W Price #2 

6. Teresa (3110) 

7. Jim Wells. TX 

8. 50.0 million cubic feet 

9. August 1.1979 

10. United Gas Pipeline Co 

1. 79-14789/01665 

2. 42-249-30774 

3.103 

4. Antares Oil Corporation 

5. Shepherd #1 

6. Teresa 

7. Jim Wells, TX 

8. 54.0 million cubic feet 

9. August 1,1979 

10. United Gas Pipeline Co 

1. 79-14790/01671 

2. 42-389-30510 

3.103 

4. Gulf Oil Corporation 

5. Bertha Hoefs et al Well No 0 
0. Worsham (Delaware Sand) 

7. Reeves, TX 

8. 25.0 million cubic feet 

9. July 31.1979 

10. Traiiswestem Pipeline Co 

1. 79-14791/01072 

2. 42-389-30503 

3.103 

4. Gulf Oil Corporation 

5. Bertha Hoefs et al Well No 4 


0. Worsham (Delaware Sand) 

7. Reeves. TX 

8.17.0 million cubic feet 

9. August 1.1979 

10. Transwestem Pipeline Co 

1. 79-14792/01704 

2. 42-103-00000 

3.103 

4. Warren Pet Co Div/Gulf Oil Corp 

5. W N Waddell et al #1087 

6. Sand Hills (Wolfcamp) 

7. Crane, TX 

8. 7.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14793/01706 

2. 42-103-00000 

3.103 

4. Warren Pet Co Div/Gulf Oil Corp 

5. M B McKnight #113 

6. Sand Hills (Wolfcamp) 

7. Crane, TX 

8.10.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14794/01707 

2. 42-103-60000 

3.103 

4. Warren Pet Co Div/Gulf Oil Corp 

5. J B Tubb B #48 

0. Sand Hills (Tubb) 

7. Crane. TX 

8. 3.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14795/01733 

2. 42-285-31309 

3.102 

4. Highland Resources Inc 

5. Brushy Creek Gas Unit No 7 

6. Brushy Creek (Yegua 4700) 

7. Lavaca, TX 

8. 300.0 million cubic feet 

9. July 31.1979 

10. Texas Eastern Transmission Corp 

1. 79-14796/01734 

2. 42-321-30825 

3.103 

4. A Nelson McCarter Inc 

5. Paul Ryan 79492 

6. Tidehaven N (Upper Frio 6600) 

7. Matagorda. TX 

8. 273.0 million cubic feet 

9. August 1,1979 

10. Tennessee Gas Pipeline 

1. 79-14797/01738 

2. 42-089-30865 

3.102 

4. Cities Service Company 

5. Koehn A-l 11630 

6. Dubina S (9080) 

7. Colorado. TX 

8. 60.0 million cubic feet 

9. July 31,1979 

10. United Gas Pipeline Co 

1. 79-14798/01739 

2. 42-689-30651 

3.102 

^4. Cities Service Company 

5. White S #1-U 11536 

6. Dubina S (9080) 

7. Colorado, TX 

8. 86.0 million cubic feet 

9. July 31,1979 

10. United Gas Pipeline Co 
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1. 79-14799/01741 

2. 42-089-30651 

3.102 

4. Cities Service Company 

5. White S #1-L 71833 

6. Dubina S (9150) 

7. Colorado, TX 

8.170.0 million cubic feet 

9. July 31,1979 

10. United Gas Pipeline Co 

1. 79-14800/01748 

2. 42-097-00000 

3.102 

4. L E Jones Production Company 

5. Dick-Sturdivant 

6. Handy West (Dornick Hills) 

7. Cooke, Tx 

8. 61.3 million cubic feet 

9. July 31,1979 

10. CCGP Ltd. Lone Star Gas Company 

1. 79-14801/01747 

2. 42-097-00000 

3.102 

4. L E Jones Production Company 

5. JR Dick Nol 

6. Handy West (Dornick Hills) 

7. Cooke, Tx 

8. 46.7 million cubic feet 

9. July 31,1979 

10. CCGP Ltd. Lone Star Gas Company 

1. 79-14802/01790 

2. 42-135-32738 

3.103 

4. Gulf Oil Corporation 

5. Goldsmith San Andres Unit No 1342 

6. Goldsmith 

7. Ector, Tx 

8. 9.7 million cubic feet 

9. July 31.1979 

10. Phillips Petroleum Company 

1. 79-14803/01791 

2. 42-135-32762 

3.103 

4. Gulf Oil Corporation 

5. Goldsmith San Andres Unit No 1343 

6. Goldsmith 

7. Ector, Tx 

8. 29.2 million cubic feet 

9. July 31.1979 

10. Phillips Petroleum Company 

1. 79-14804/01792 

2. 42-135-32150 

3. 103 

4. Gulf Oil Corporation 

5. Goldsmith San Andres Unit No 1355 

6. Goldsmith 

7. Ector. Tx 

8. 24.2 million cubic feet 

9. July 31.1979 

10. Phillips Petroleum Company 

1. 79-14805/01793 

2. 42-135-32159 

3.103 . 

4. Gulf Oil Corporation 

5. Goldsmith San Andres Unit No 1357 

6. Goldsmith 

7. Ector. Tx 

8. 25.5 million cubic feet 

9. July 31.1979 

10. Phillips Petroleum Company 

1. 79-14606/01864 

2. 42-481-31609 

3. 103 

4. Jon Nelson 

5. Gilbert B *1 


6. South West Bernard 

7. Wharton. Tx 

8.110.0 million cubic feet 

9. July 31. 1979 

10. Tennessee Gas Pipeline 

1. 79-14807/01865 

2. 42-481-31587 

3.103 

4. Jon Nelson 

5. Gilbert A *1 

6. South West Bernard 

7. Wharton, Tx 

8. 55.0 million cubic feet 

9. July 31.1979 

10. Tennessee Gas Pipeline 

1. 79-14808/01867 

2. 42-481-31701 

3.103 

4. Jon Nelson 

5. Gilbert B #2 

8. South West Bernard 

7. Wharton. Tx 

8.110.0 million cubic feet 

9. July 31,1979 

10. Tennessee Gas Pipeline 

1. 79-14809/01913 

2. 42-211-30980 

3.107 

4. Phillips Petroleum Company 

5. McQuiddy H No 2 

6. Howe Ranch 

7. Hemphill, Tx 

8.1460.0 million cubic feet 

9. July 31, 1979 

10. El Paso Natural Gas Co 


1. Control Number (F.E.R.C./State) 

2. API Well Number 

3. Section of NGPA 

4. Operator 

5. Well Name 

6. Field or OCS Area Name 

7. County. State or Block No. 

8. Estimated Annual Volume 

9. Date Received at Fere 

10. Purcha8er(s) 

1. 79-14396 

2. 47-033-00712 
3.106 Denied 

4. Consolidated Gas Supply Corp 

5. J W McKinley 11542 

6. West Virginia other A-65772 

7. Harrison WV 

8. 9.0 million cubic feet 

9. July 30. 1979 

10. General System Purchasers 

1. 79-14397 

2. 47-033-00873 

3.108 Denied 

4. Consolidated Gas Supply Corp 

5. J E Barnett 11860 

8. West Virginia other A-85772 

7. Harrison WV 

8. 4.0 million cubic feet 

9. July 30,1979 

10. General Service Purchasers 

1. 79-14398 

2. 47-033-00811 

3. 108 

4. Consolidated Gas Supply Corp 

5. L Nutter 11723 

6. West Virginia other A-85772 

7. Harrison WV 


8.16.0 million cubic feet 

9. July 30,1979 

10. General System Purchasers 

1. 79-14399 

2. 47-033-00814 

3.108 

4. Consolidated Gas Supply Corp 

5. C Lang 11786 

6. West Virginia other A-85772 

7. Harrison WV 

8. 20.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14400 

2. 47-033-00823 

3.108 

4. Consolidated Gas Supply Corp 

5. L Stout 11807 

6. West Virginia other A-85772 

7. Harrison WV 

8. 4.0 million cubic feet 

9. July 30,1979 

10. General System Purchasers 

1. 79-14401 

2. 47-033-00843 

3. 108 

4. Consolidated Gas Supply Corp 

5. R McReynolds 11729 

6. West Virginia other A-85772 

7. Harrison WV 

8. 8.0 million cubic feet 

9. July 30,1979 

10. General System Purchasers 

1. 79-14402 

2. 47-033-00844 

3.108 

4. Consolidated Gas Supply Corp 

5. C Watkins 11852 

6. West Virginia other A-85772 

7. HarrisOn WV 

8. 9.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14403 

2. 47-033-00848 

3. 108 

4. Consolidated Gas Supply Corp 

5. A R Sommerville 11855 

6. West Virginia other A-85772 

7. Harrison WV 

8. 8.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14404 

2. 47-033-00749 

3. 108 

4. Consolidated Gas Supply Corp 

5. M Stark Hrs 11690 

6. West Virginia other A-85772 

7. Harrison WV 

8. 8.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14405 

2. 47-033-00736 

3.108 

4. Consolidated Gas Supply Corp 

5. J P Boring 11687 

6. West Virginia other A-65772 

7. Harrison WV 

8. 3.0 million cubic feet 

9. July 30, 1979 

10. General System Purchasers 
1. 79-14406 


West Virginia Department of Mines, Oil and 
Gas Division 
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2. 47-033-00735 

3.108 

4. Consolidated Gas Supply Corp 

5. P Maxwell 11686 

6. West Virginia other A-85772 

7. Harrison WV 

8. 8.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14407 

2. 47-033-00855 

3.108 

4. Consolidated Gas Supply Corp 

5. Consolidated Gas 11867 

0. West Virginia other A-85772 

7. Harrison WV 

8. 9.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14408 

2. 47-033-00917 

3.108 Denied 

4. Consolidated Gas Supply Corp 

5. D Sinclair 11977 

6. West Virginia other A-85772 

7. Harrison WV 

8. 8.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14409 

2. 47-033-00903 

3.108 Denied 

4. Consolidated Gas Supply Corp 

5. Flint-Simpson 12442 

6. West Virginia other A-85772 

7. Barbour WV 

8.13.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14410 

2. 47-041-02022 

3.108 

4. Consolidated Gas Supply Corp 

5. M E Posey 12047 

0. West Virginia other A-85772 

7. Lewis WV 

8. 2.0 million cubic feet 

9. July 30,1979 

10. General System Purchasers 

1. 79-14411 

2. 47-041-02025 

3.108 

4. Consolidated Gas Supply Corp 

5. G Jackson 12045 

0. West Virginia other A-85772 

7. Lewis WV 

8. 4.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14412 

2. 47-033-01070 

3.108 Denied 

4. Consolidated Gas Supply Corp 

5. J Hurst 12294 

0. West Virginia other A-85772 

7. Harrison WV 
8.11.0 million cubic feet 

9. July 30. 1979 

10. General System Purchasers 

1. 79-1413 

2. 47-033-01063 

3.108 Denied 

4. James F Scott 

5. H G Porter (S—211) 

0. Coal District 


7. Harrison WV 

8. 23.1 million cubic feet 

9. July 30.1979 

10. Consolidated Gas Supply Corp 

1. 79-1414 

2. 47-033-01067 

3.108 Denied 

4. James F Scott 

5. B Zirkle (S-213) 

6. Sardis District 

7. Harrison WV 

8. 24.2 million cubic feet 

9. July 30. 1979 

10. Consolidated Gas Supply Corp 

1. 79-14415 

2. 47-033-01168 

3.108 Denied 

4. James F. Scott 

5. A Hall Heirs (S—243) 

6. Coal District 

7. Harrison WV 

a 16.1 million cubic feet 

9. July 30.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14416 

2. 47-033-01193 

3.108 Denied 

4. James F. Scott 

5. S. Monks & J. T. Flynn (S-248) 

8. Coal District 
7. Harrison WV 

8.17.2 million cubic feet 

9. July 30. 1979 

10. Consolidated Gas Supply Corp. 

1. 79-14417 

2. 47-033-01688 

3.108 Denied 

4. James F. Scott 

5. Mary S. Robey (S-257) 

6. District 

7. Harrison WV 

8. 8.1 million cubic feet 

9. July 30. 1979 

10. Consolidated Gas Supply Corp. 

1. 79-14418 

2. 47-033-01707 

3.108 Denied 

4. James F. Scott 

5. Notley Bates (S-254) 

6. Eagle District 

7. Harrison WV 

8. 7.0 million cubic feet 

9. July 30.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14419 

2. 47-001-00677 

3.108 Denied 

4. Consolidated Gas Supply Corp. 

5. J. Johnson 11843 

6. West Virginia other A-85772 

7. Barbour WV 

8.18.0 million cubic feet 

9. July 30. 1979 

10. General System Purchasers 

1. 79-14420 

2. 47-047-00618 

3.108 Denied 

4. Consolidated Gas Supply Corp. 

5. Pocahontas Land 11642 

6. Pineville Field Area A-59442 

7. McDowell WV 

6. 20.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 
1. 79-14421 


2. 47-001-00906 

3.108 Denied 

4. Consolidated Gas Supply Corp. 

5. C. M. Hickman 12348 

6. West Virginia other A-85772 

7. Barbour WV 

8. 20.0 million cubic feet 

9. July 30. 1979 

10. General System Purchasers 

1. 79-14423 

2. 47-067-00423 

3.108 Denied 

4. Consolidated Gas Supply Corp. 

5. B. P. Horan 12165 

6. West Virginia other A-85772 

7. Nicholas WV 

8. .5 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14424 

2. 47-033-00904 

3.108 Denied 

4. Consolidated Gas Supply Corp. 

5. P. Maxwell 11978 

6. West Virginia other A-85772 

7. Harrison WV 

8. 8.0 million cubic feet 

9. July 31,1979 

10. General System Purchasers 

1. 79-14425 

2. 47-033-00931 

3.108 

4. Consolidated Gas Supply Corp. 

5. J. W. Hess 12070 

0. West Virginia other A-85772 

7. Harrison WV 
8.17.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14426 

2. 47-033-00921 

3.108 

4. Consolidated Gas Supply Corp. 

5. W. L. Waggoner 12043 

6. West Virginia other A-85772 

7. Harrison WV 

8. 2.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14427 

2. 47-033-01081 

3.108 

4. Consolidated Gas Supply Corp. 

5. J. B. Cunningham 12292 

6. West Virginia other A-85772 

7. Harrison WV 

8. 20.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14428 

2. 47-033-00945 

3.108 

4. Consolidated Gas Supply Corp. 

5. J. J. Strother 12068 

0. West Virginia other A-85772 
7. Harrison WV 
8.16.0 million cubic feet 

9. July 31,1979 

10. General System Purchasers 

1. 79-14429 

2. 47-041-02039 

3.108 

4. Consolidated Gas Supply Corp. 

5. E. Fahey 12072 

6. West Virginia other A-85772 
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7. Lewis WV 

8. 4.0 million cubic feel 

9. July 31.1979 

10. General System Purchasers 

1. 79-14430 

2. 47-041-02047 

3.108 

4. Consolidated Gas Supply Corp. 

5. W. G. Hinzman 12037 

6. West Virginia other A-85772 

7. Lewis WV 

8. 3.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14431 

2. 47-041-02052 

3.108 

4. Consolidated Gas Supply Corp. 

5. G. Lawson 12192 

0. West Virginia other A-85772 

7. Lewis WV 

8.14.0 million cubic feet 

9. July 31,1979 

10. General System Purchasers 

1. 79-14432 

2. 47-041-02057 

3.108 

4. Consolidated Gas Supply Corp. 

5. S. Lester 12119 

8. West Virginia other A-85772 

7. Lewis WV 

8. 7.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14433 

2. 47-041-02058 

3.108 

4. Consolidated Gas Supply Corp. 

5. O. Bailey 12118 

6. West Virginia other A-85772 

7. Lewis WV 

8. 6.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14434 

2. 47-041-02065 

3.108 

4. Consolidated Gas Supply Corp. 

5. W. D. Allman 12150 

6. West Virginia other A-85772 

7. Lewis WV 

8.4.0 million cubic feet 

9. July 31,1979 

10. General System Purchasers 

1. 79-14435 

2. 47-041-02095 

3. 108 

4. Consolidated Gas Supply Corp. 
5.1. F. Linger 12015 

6. West Virginia other A-85772 

7. Lewis WV 

8. 20.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14436 

2. 47-041-02084 

3.108 

4. Consolidated Gas Supply Corp. 

5. Brannon-Hardman 12221 

6. West Virginia other A-85772 

7. Lewis WV 

8.18.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 
1. 79-14437 


2. 47-041-02074 

3.108 

4. Consolidated Gas Supply Corp. 

5. Geo Lawson 12233 

8. West Virginia other A-85772 

7. Lewis WV 

8.1.5 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14438 

2. 47-001-00430 

3.108 

4. James F. Scott 

5. N. Burmfield (S-98) 

6. Union District 

7. Barbour WV 

8. 4.4 million cubic feet 

9. July 31,1979 

10. Consolidated Gas Supply Corp. 

1. 79-14439 

2. 47-001-00447 

3.108 

4. James F. Scott 

5. L Stout (S—113) 

6. Elk District 

7. Barbour WV 

8. 5.8 million cubic feet 

9. July 31,1979 

10. Consolidated Gas Supply Corp. 

1. 79-14440 

2. 47-001-00462 

3.108 

4. James F. Scott 

5. Thomas Kane -1 (S—129) 

6. Union District 

7. Barbour WV 

8. 6.8 million cubic feet 

9. July 31.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14441 

2. 47-001-00466 

3.108 

4. James F. Scott 

5. Thomas Kane #2 (S-119) 

6. Union District 

7. Barbour WV 

8. 8.8 million cubic feet 

9. July 31,1979 

10. Consolidated Gas Supply Corp. 

1. 79-14442 

2. 47-017-01521 

3.108 

4. James F. Scott 

5. Manser Kinney (S-48) 

6. Grant-District 

7. Doddridge WV 

8. 4.1 million cubic feet 

9. July 31, 1979 

10. Consolidated Gas Supply Corp. 

1. 79-14443 

2. 47-017-01516 

3.108 

4. James P. Scott 

5. Z. T. Ball #3 (S-46) 

6. Grant-District 

7. Doddridge WV 

8. 4.1 million cubic feet 

9. July 31, 1979 

10. Consolidated Gas Supply Corp. 

1. 79-14444 

2. 47-017-01515 

3.108 

4. James F. Scott 

5. Z. T. Ball #1 (S—45) 

6. Grant-District 


7. Doddridge WV 

8. 4.1 million cubic feet 

9. July 31,1979 

10. Consolidated Gas Supply Corp. 

1. 79-14445 

2. 47-017-01514 

3.108 

4. James F. Scott 

5. Lee Davis (S-^17) 

6. Grant-District 

7. Doddridge WV 

8.4.1 million cubic feet 

9. July 31.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14446 

2. 47-017-01498 

3.108 

4. James F Scott 

5. E M Ross No 2 (S-37) 

6. Grant-District 

7. Doddridge WV 

8. 4.1 million cubic feet 

9. July 31.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14447 

2. 47-017-01497 

3.108 

4. James F Scott 

5. F Tate No 2 (S-39) 

6. Grant-District 

7. Doddridge WV 

8.4.1 million cubic feet 

9. July 31.1979 

10. Consolidated Gas Supply Corp. 
1.79-14448 

2. 47-017-01496 

3.108 

4. James F Scott 

5. Tate Bros No 3 (S-42) 

6. Grant-District 

7. Doddridge WV 

8. 4.1 million cubic feet 

9. July 31,1979 

10. Consolidated Gas Supply Corp. 

1. 79-14449 

2. 47-017-01495 

3.108 

4. James F Scott 

5. Tate Bros No 2 (S-41) 

8. Grant-District 

7. Doddridge WV 

8. 4.1 million cubic feet 

9. July 31.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14450 

2. 47-017-01487 

3.108 

4. James F Scott 

5. R B Ross No 2 (S—35) 

6. Grant-District 

7. Doddridge WV 

8. 4.1 million cubic feet 

9. July 31, 1979 

10. Consolidated Gas Supply Corp. 

1. 79-14451 

2. 47-017-01540 

3. 108 

4. James F Scott 

5. E Drummond No 1 (S—109) 

6. Grant-District 

7. Doddridge WV 

8.4.1 million cubic feet 

9. July 31.1979 

10. Consolidated Gas Supply Corp. 
1. 79-14452 
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2. 47-017-01541 

3. 108 

4. James F Scott 

5. E Drummond No 2 (S-110) 

6. Grant-District 

7. Doddridge WV 

8. 4.1 million cubic feet 

9. July 31.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14453 

2. 47-017-01559 

3.108 

4. James F Scott 

5. Blackshere C-l (S-123) 

6. McClellan-District 

7. Doddridge WV 

8. 3.3 million cubic feet 

9. July 31.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14454 

2. 47-017-01007 
3.108 

4. James F Scott 

5. Myde John (S—3) 

6. McClellan-District 

7. Doddridge WV 

8. 3.1 million cubic feet 

9. July 31.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14455 

2. 47-017-01165 

3.108 

4. James F Scott 

5. Fleming W B (S-4) 

6. McClellan-District 

7. Doddridge WV 

8. 4.5 million cubic feet 

9. July 31.1979 

10. Consolidated Cas Supply Corp. 

1. 79-14458 

2. 47-017-01175 

3.108 

4. James F Scott 

5. S R Gain No 1 (S-24) 

6. Grant-District 

7. Doddridge WV 

8. 3.7 million cubic feet 

9. July 31.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14457 

2. 47-017-01192 

3. 108 

4. James F Scott 

5. S R Gain No 2 (S-25) 

6. Grant-District 

7. Doddridge WV 

8. 3.7 million cubic feet 

9. July 31. 1979 

10. Consolidated Gas Supply Corp. 

1. 79-14458 

2. 47-017-01204 

3. 108 

4. James F Scott 

5. Larmer Gaskins (S-21) 

6. Grant-District 

7. Doddridge WV 

8.1.8 million cubic feet 

9. July 31,1979 

10. Cam egie National Gas Co. 

1. 79-14459 

2. 47-017-01218 

3.108 

4. James F Scott 

5. C Talkington (S-lll) 

8. Grant-District 


7. Doddridge WV 

8. 4.1 million cubic feet 

9. July 31,1979 

10. Consolidated Gas Supply Corp. 

1. 79-14480 

2. 47-017-01219 

3.108 

4. James F Scott 

5. Joel Davis No 1 (S-22) 

6. Grant-District 

7. Doddridge WV 

8. 3.1 million cubic feet 

9. July 31. 1979 

10. Consolidated Gas Supply Corp. 

1. 79-14461 

2. 47-017-01221 

3.108 

4. James F Scott 

5. Joel Davis No 2 (S-23J 

6. Grant-District 

7. Doddridge WV 

8. 3.1 million cubic feet 

9. July 31.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14462 

2. 47-017-01235 

3.108 

4. James F Scott 

5. J P Oit No 1 (S—12) 

6. Grant-District 

7. Doddridge WV 

8.1.4 million cubic feet 

9. July 31,1979 

10. Consolidated Gas Supply Corp. 

1. 79-14483 

2. 47-017-01236 
3.100 

4. James F Scott 

5. J P Orr No 2 (S-13) 

8. Grant-District 

7. Doddridge WV 

8.1.4 million cubic feet 

9. July 31.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14464 

2. 47-017-01244 

3.108 

4. James F Scott 

5. S R Gain A (S-28) 

6. Grant-District 

7. Doddridge WV 

8. 7.3 million cubic feet 

9. July 31.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14465 

2. 47-017-01251 

3. 108 

4. James F Scott 

5. Justice M No 1 (S—5) 

6. McClellan-District 

7. Doddridge WV 

8. 2.1 million cubic feet 

9. July 31,1979 

10. Consolidated Gas Supply Corp. 

1. 79-14488 

2. 47-017-01530 

3.108 

4. James F Scott 

5. W N Fra sure (S—51) 

6. Grant-District 

7. Doddridge WV 

8.14.4 million cubic feet 

9. July 31,1979 

10. Consolidated Gas Supply Corp. 
1. 79-14467 


2. 47-017-01529 

3. 108 

4. James F Scott 

5. Z T Ball A (S-50) 

6. Grant-District 

7. Doddridge WV 

8. 3.5 million cubic feet 

9. July 31.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14468 

2. 47-017-01524 

3.108 

4. James F Scott 

5. L A Yerkey (S-49) 

6. Grant-District 

7. Doddridge WV 

8. 4.1 million cubic feet 

9. July 31,1979 

10. Consolidated Gas Supply Corp. 

1. 79-14469 

2. 47-017-01562 

3.108 

4. James F Scott 

5. R Minor No 1 (S-126) 

6. McClellan-District 

7. Doddridge WV 

8. .8 million cubic feet 

9. July 31, 1979 

10. Consolidated Gas Supply Corp. 

1. 79-14487 

2. 47-041-02106 

3.108 Denied 

4. Consolidated Gas Supply Corp. 

5. Beach & Arnold 12278 

6. West Virginia other A-85772 

7. Lewis WV 

8.19.0 million cubic feet 
9. July81. 1979 

10., General System Purchasers 

1. 79-14488 

2. 47-091-01773 

3.108 Denied 

4. Consolidated Gas Supply Corp. 

5. E O Wilson 12407 

6. West Virginia other A-85772 

7. Upshur WV 

8. 9.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14489 

2. 47-001-00759 

3. 108 

4. Consolidated Gas.Supply Corp. 

5. A Cole 12044 

6. West Virginia other A-85772 

7. Barbour WV 

8.14.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14490 

2. 47-001-00752 

3.108 

4. Consolidated Gas Supply Corp. 

5. G Carder 12108 

6. West Virginia other A-85772 

7. Barbour WV 

6.11.0 million cubic feet 
9. July 31,1979 

TO. General System Purchasers 
1.79-14491 , 

2. 47-001-00740 

3.108 

4. Consolidated Gas Supply Corp. 

5. C Burner 11957 

6. West Virginia other A-85772 








49724 


Federal Register / Vol. 44, No. 166 / Friday, August 24, 1979 / Notices 


7. Barbour WV 

8.12.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14492 

2. 47-001-00799 

3. 108 

4. Consolidated Gas Supply Corp. 

5. R H Bowers 12214 

6. West Virginia other A-85772 

7. Barbour WV 

8. 9.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14493 

2. 47-085-03611 
3.108 

4. Consolidated Gas Supply Corp 

5. J Hogue 11948 

6. West Virginia Other A-85772 

7. Ritchie, WV 

8. 8.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14494 

2. 47-085-03592 

3. 108 

4. Consolidated Gas Supply Corp 

5. H Jarvis 11961 

6. West Virginia Other A-85772 

7. Ritchie. WV 

8.1.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 
1.79-14495 

2. 47-041-02097 
3.108 

4. Consolidated Gas Supply Corp 

5. L M Long 12207 

G. West Virginia Other A-85772 

7. Lewis. WV 

8.15.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14496 

2. 47-085-03622 
3.108 Denied 

4. Consolidated Gas Supply Corp 

5. S C Hammet 12087 

6. West Virginia Other A-85772 

7. Ritchie. WV 

8. .1 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14497 

2. 47-033-00884 
X 108 Denied 

4. Consolidated Gas Supply Corp 

5. V Haymond 11935 

6. West Virginia Other A-85772 

7. Harrison. WV 

8.1.0 million cubic feet 

9. July 31,1979 

10. General System Purchasers 

1. 79-14498 

2. 47-033-01083 
3.108 Denied 

4. Consolidated Gas Supply Corp 

5. E Maxwell 12385 

6. West Virginia Other A-85772 

7. Harrison. WV 

8.12.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 
1. 79-14499 


2.47-033-01087 

3.108 Denied 

4. Consolidated Gas Supply Corp 

5. L J Ayers 12313 

6. West Virginia Other A-85772 

7. Harrison. WV 

8.18.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. 79-14500 

2. 47-033-00938 

3.108 Denied 

4. Consolidated Gas Supply Corp 

5. R F Stout 12073 

6. West Virginia Other A-85772 

7. Harrison, WV 

8.15.0 million cubic feet 

9. July 31.1979 

10. General System Purchasers 

1. Control Number (F.E.R.C./State) 

2. API Well Number 

3. Section of NGPA 

4. Operator 

5. Well Name 

6. Field or OCS Area Name 

7. County, State or Block No. 

8. Estimated Annual Volume 

9. Dated Received at FERC 

10. Purchasers) 

1. Control Number (F.E.R.C./State) 

2. API Well Number 

3. Section of NGPA 

4. Operator 

5. Well Name 

6. Field or OCS Area Name 

7. County, State or Block No. 

8. Estimated Annual Volume 

9. Dated Received at FERC 

10. Purchaser(s) 

1. 79-14422 

2.17-711-4O437-OOS2-0 
3.102 

4. Ocean Production Company 

5. OCS-063 -35B 

6. Ship Shoal 113 Field 
7.93 

8. 420.0 million cubic feet 

9. July 30. 1979 

10. Transcontinental Gas Pipe Line Corp 

1. 79-14395/G8-175 

2. 17-711-40421-OOS1-0 

3. 102 

4. Ocean Production Company 

5. OCS-G 038 No. 3A 

6. Ship Shoal 113 Field 
7.120 

8. 2500.0 million cubic feet 

9. July 30,1979 

10. Transcontinental Gas Pipe Line Corp 

1. Control Number (FJ2.R.C./State) 

2. API Well Number 

3. Section of NGPA 

4. Operator 

5. Well Name 

8. Field or OCS Area Name 

7. County. State or Block No. 

8. Estimated Annual Volume 

9. Dated Received at FERC 

10. Purchasers) 

1. 79-14523/ COA-l829-79 

2. 05-067-05083-0000-0 

3.108 

4. Ladd Petroleum Corporation 

5. Southern Ute #1-16 

6. Ignacio Blanco 


7. La Plata. Co 

8.14.0 million cubic feet 

9. July 31,1979 

10. Peoples Natural Gas 

1. 79-14524/ COA-531-79-B 

2. 05-067-06215-0000-0 

3. 103 

4. Mesa Petroleum Co 

5. Ute Indian 3A PC 

6. Ignacio Pictured Cliffs 

7. La Plata, CO 

8. .0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Co 

1. 79-14525/COA-533-79 

2. 05-067-06217-0000-0 

3. 103 

4. Mesa Petroleum Co 

5. Ute Indian 7A 

6. Ignacio Blanco Mesaverde 

7. La Plata, CO 

8. 21.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 

1. 79-14528/COA-534-79A 

2. 05-067-06216-0000-1 
3.103 

4. Mesa Petroleum Co 

5. Ute Indian 6A 

6. Ignacio Bianco Mesaverde 

7. La Plata, CO 

8. 24.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 
Northeast Pipeline Corp 

1. 79-14527/ CO A-534-79B 

2. 05-067-06216-0000-2 
3.103 

4. Mesa Petroleum Co 

5. Ute Indian 6A 

6. Ignacio Blanco Mesaverde 

7. La Plata, CO 

8. 87.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 
Northeast Pipeline Corp 

1. 79-14539/NM 1833-79 

2. 05-067-05301-0000-0 
3.108 

4. Ladd Petroleum Corporation 

5. Southern^Ute No 1-25A 

6. Ignacio Blanco 

7. La Plata, CO 

8.13.0 million cubic feet 

9. July 31.1979 

10. Northeast Pipeline Corp 

1. 79-14540/COA 1834-79 

2. 05-067-05573-0000-0 
3.108 

4. Ladd Petroleum Corporation 

5. Long Mountain No 1-27 

6. Ignacio Blanco 

7. La Plata, CO 

8.15.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Co 
Northeast Pipeline Corp 

1. 79-14541/COA 1835-79 

2. 05-067-05107-0000-0 
3.108 

4. Ladd Petroleum Corporation 

5. Southern Ute #1-10 

6. Ignacio Blanco 

7. La Plata. Co 

8.18.0 million cubic feet 
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9. July 31.1979 

10. Peoples Natural Gas 

1. 79-14542/COA 1836-79 

2. 05-067-05173-0000-0 

3.108 

4. Ladd Petroleum Corporation 

5. No Cox Canyon #1-2 

6. Ignacio Blanco 

7. La Plata, Co 

8.18.0 million cubic feet 

9. July 31.1979 

10. Northwest Pipeline Corp El Paso Natural 
Gas Co 

1. 79-14543/COA 1838-79 
X 2. 05-067-05077-0000-0 

3.108 

4. Sohio Natural Resources Co 

5. Southern Ute #6 Mesa Verde 

6. Ignacio 

7. La Plata, Co 

8.17.8 million cubic feet 

9. July 31.1979 

10. Northwest Pipeline Corp El Paso Natural 
Gas Co 

1. 79-14544/COA 1839-79 

2. 05-067-05017-0000-0 

3.108 

4. Sohio Natural Resources Co 

5. Southern Ute #8 Mesa Verde 

6. Ignacio 

7. La Plata, Co 

6.19.8 million cubic feet 

9. July 31.1979 

10. Northwest Pipeline Corporation El Paso 
Natural Gas Co 

1. 79-14602/COA 1824-79 

2. 05-067-05713-0000-0 

3.108 

4. Ladd Petroleum Corporation 

5. Trail Canyon #1-9 

6. Ignacio Blanco 

7. La Plata. Co 

8. 8.0 million cubic feet 

9. July 31.1979 

10. Northwest Pipeline Corporation 

1. 79-146Q3/COA 1825-79 

2. 05-067-05101-0000-0 

3.108 

4. Ladd Petroleum Corporation 

5. N E Cox Canyon #2-7 

6. Ignacio Blanco 

7. La Plata. Co 

8.13.0 million cubic feet 

9. July 31.1979 

10. Northwest Pipeline Corp 

1. 79-14604/CO A 1826-79 

2. 05-067-05596-0000-0 

3.108 

4. Ladd Petroleum Corporation 

5. Animas #2-11 

6. Ignacio Blanco * 

7. La Plata. Co 

8.15.0 million cubic feet 

9. July 31.1979 

10. Northwest Pipeline Corporation 

1. 79-14648/CO A 531-79-A. 

2. 05-057-06215-0000-0 

3.103 

4 Mesa Petroleum Co 

5. Ute Indian 3A MV 

6. Ignacio Blanco Mesaverde 

7. La Plata. Co 

8. 27.0 million cubic feet 

9. July 31, 1979 

10. El Paso Natural Gas Co 


1. 79-14501/NM 1786-79 

2. 30-045-22386-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. Delhi-Tumer 1A 

6. Blanco 

7. San Juan. NM 

8. 292.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company Southern 
Union Gathering Co 

1. 79-14502/NM 1785-79 

2. 30-045-22445-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. Quigley 1-A 

6. Blanco 

7. San Juan, NM 

8. 453.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14503/NM 1784-79 

2. 30-045-22435-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. Howell M 1-A 

6. Blanco 

7. San Juan. NM 

8. 451.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14504/NM 1783-79 

2. 30-045-22432-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. Gartner 8A 

6. Blanco 

7. San Juan, NM 

8. 263.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14505/NM 1782-79 

2. 30-045-22367-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. Gartner 7-A 

6. Blanco 

7. San Juan, NM 

8. 294.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14506/NM 1781-79 

2. 30-045-22896-0000-0 

3.103 

4. El Paso Natural Gas Company 

3. San Juan 32-9 Unit #1A 

6. Blanco 

7. San Juan. NM 

8. 220.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14507/NM 1780-79 

2. 30-045-22895-0000-0 

3. 103 

4. El Paso Natural Gas Company 

5. San Juan 32-9 Unit #19A 

6. Blanco 

7. San Juan. NM 

8. 290.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14508 

2. 30-045-22894-0000-0 

3.103 

4. El Paso Natural Gas Company 


5. San Juan 32-9 Unit #6A 

6. Blanco 

7. San Juan. NM 

8.150.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14509/NM 1776-79 

2. 30-045-21982-0000-0 

3. 103 

4. El Paso Natural Gas Company 

5. Florence 2-A 

6. Blanco 

7. San Juan. NM 

8. 309.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company Southern 
Union Gathering Co 

1. 79-14510/NM 1593-79 

2. 30-039-06132-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Sheets C 6 

6. Ballard-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8. 9.5 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14511/NM 1592-79 

2. 30-039-06184-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Sheets C 7 

6. Ballard-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8. 9.1 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14512/NM 1591-79 

2. 30-045-06817-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Turner Hughes #9 

6. Blancho South-Pictured Cliffs Gas 

7. San Juan, NM 

8.12.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14513/NM 1590-79 

2. 30-045-10481-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Mudge 26 

6. Basin-Dakota Gas 

7. San Juan, NM 

8.11.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14514/NM 1589-79 

2. 30-045-10351-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Heaton 14 

6. Basin-Dakota Gas 

7. San Juan. NM 

8. 9.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14515/NM 1588-79 

2. 30-045-17163-0000-0 
3^108 

47e 1 Paso Natural Gas Company 

5. Florence C10 

6. Basin-Dakota Gas 

7. San Juan. NM 

8.15.3 million cubic feet 
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9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14516/NM 1587-79 

2. 30-045-13134-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Heaton 18 

6. Basin-Dakota Gas 

7. San Juan, NM 

8.13.1 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14517/NM 1586-79 

2. 30-030-82323-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Lindrith Unit NP 38 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8. 5.6 million cubic feet 

9. July 31. 1979 

10. El Paso Natural Gas Company 

1. 79-14518/NM 1585-79 

2. 30-045-09391-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Lloyd 1 

6. Aztec-Pictured Cliffs Gas 

7. San Juan, NM 

8.1.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14519/NM 1584-79 

2. 30-045-00000-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Lloyd A 1 

6. Aztec-Pictured Cliffs Gas 

7. San Juan. NM 

8.1.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14520/NM 1583-79 

2. 30-045-08754-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Sunray 3 

6. Blanco-Pictured Cliffs Gas 

7. San Juan, NM 

8. 9.9 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14521/NM 1582-79 

2. 30-039-05670-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Canyon Largo Unit #64 

6. Ballard-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8. 6.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14522/NM 1395-79 

2. 30-045-11605-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Schwedtfeger A #3 

6. Blanco South-Pictured Cliffs Gas 

7. San Juan, NM 

8. 6.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14528/NM 1787-79 

2. 30-045-22917-0000-0 


3.103 

4. El Paso Natural Gas Company 

5. San Juan 32-9 Unit #34A 

6. Blanco 

7. San Juan, NM 

8. 380.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14529/NM 1788-79 

2. 30-045-22461-0000-0 

3. 103 

4. El Paso Natural Gas Company 

5. Fields Com 5A 

6. Blanco 

7. San Juan. NM 

8. 290.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14530/NM 1790-79 

2. 30-045-22494-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. Huerfano Unit 281 

6. Basin 

7. San Juan, NM 

8.140.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company. Southern 
Union Gathering Co, Northwest Pipeline 
Corp 

1. 79-14531/NM 1791-79 

2. 30-045-22925-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. Huerfano Unit 282 

6. Basin 

7. San Juan. NM 

8. 87.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company, Southern 
Union Gathering Co. Northwest Pipeline 
Corp 

1. 79-14532/NM 1792-79 

2. 30-039-20864-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. San Juan 28-7 Unit #225 

6. Basin 

7. Rio Arriba. NM 

8.158.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company. Northwest 
Pipeline Corp 

1. 79-14533/NM 1793-79 

2. 30-039-20882-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. San Juan 28-7 Unit #223 

6. Basin 

7. Rio Arriba. NM 

8. 226.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company. Northwest 
Pipeline Corp 

1. 79-14534/NM 1794-79 

2. 30-039-21064-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. San Juan 26-7 Unit #221 

6. Basin 

7. Rio Arriba, NM 

8.156.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company, Northwest 
Pipeline Corp 


1. 79-14535/NM 1828-79 

2. 30-045-09317-0000-0 

3. 108 

4. Ladd Petroleum Corporation 

5. Federal B#1 

6. Basin Dakota 

7. San Juan, NM 

8. 9.0 million cubic feet 

9. July 31.1979 

10. Northwest Pipeline Corporation 

1. 79-14536/NM 1830-79 

2. 30-045-09261-0000-0 
3.108 

4. Ladd Petroleum Corporation 

5. Federal C #1 

6. Basin Dakota 

7. San Juan, NM 

8.11.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14537/NM 1831-79 

2. 30-039-06603-0000-0 
3.108 

4. Ladd Petroleum Corporation 

5. Lindreth #29 

6. Largo-Gallup 

7. Rio Arriba, NM 

8.11.0 million cubic feet 

9, July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14538/NM 1832-79 

2. 30-045-00000-0000-0 

3. 108 

4. Ladd Petroleum Corporation 

5. Federal C#2 

6. Basin Dakota 

7. San Juan, NM 

8.11.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14545/NM 1840-79 

2. 30-045-21832-0000-0 
3.108 

4. Depco Inc 

5. Hancock 8R 

6. West Kutz (Picture Cliffs] 

7. San Juan, NM 

8. 7.0 million cubic feet 

9. July 31.1979 

10. Gas Company of New Mexico 

1. 79-14546/NM 1841-79 

2. 30-045-06633-0000-0 

3. 108 

4. Depco Inc 

5. Hancock No 12 

6. West Kutz (Picture Cliffs) 

7. San Juan. NM 

8.10.0 million cubic feet 

9. July 31,1979 

10. Gas Company of New Mexico 

1. 79-14547/NM 1842-79 

2. 30-045-09408-0000-0 
3.108 

4. Monsanto Company 

5. Vierson Federal #1 

6. Basin Dakota 

7. San Juan County. NM 
8.16.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Co 

1. 79-14548/NM 1843-79 

2. 30-045-22955-0000-0 

3. 103 

4. Ladd Petroleum Corporation 

5. Aztec #3-35 
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6. Harper Hill Fruitland PC 

7. San Juan, NM 

8. .0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Co 

1. 79-14549/NM 1844-79 

2. 30-045-06734-0000-0 

3.108 

4. Depco Inc 

5. Hancock No 7 

6. West Kutz (Picture Cliffs) 

7. San Juan. NM 

8.15.0 million cubic feet 

9. July 31.1979 

10. Gas Company of New Mexico 

1. 79-14550/NM 1845-79 

2. 30-015-22032-0000-0 

3.103 

4. Cities Service Company 

5. Elizondo Federal A #5 

6. Burton Flats Wolfcamp No 

7. Eddy. NM 

8.15.4 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14551/NM 1846-79 

2. 30-015-22020-0000-0 

3.103 

4. Cities Service Company 

5. Government AD #2 

6. Undesignated Atoka 

7. Eddy. NM 

8.10.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14552/NM 1847-79 

2. 30-015-22082-0000-0 
3.103. 

4. Cities Service Company 

5. Government AE #1 

6. East Carlsbad Morrow 

7. Eddy, NM 

8. 30.1 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 

1. 79-14553/NM 1848-79 

2. 30-015-22196-0000-0 

3.103 

4. Cities Service Company 

5. Little Box Canyon Unit #2 

6. Little Box Canyon Morrow 

7. Eddy. NM 

8.18.4 million cubic feet 

9. July 31. 1979 

10. El Paso Natural Gas Co 

1. 79-14554/NM 1849-79 

2. 30-015-22197-0000-0 

3.103 

4. Cities'Service Company 

5. Little Box Canyon Unit *3 

6. Wildcat Cisco 

7. Eddy. NM 

8.18.8 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Co 

1. 79-14555/NM 529-79-10 

2. 30-015-22244-0000-0 
3.102 Denied 

4. Southern Union Exploration Company 

5. Exxon Federal #1 

6. W'est Bubbling Springs 

7. Eddy. NM 

8.13.0 million cubic feet 

9. July 30.1979 

10. Gas Company of New Mexico 


1. 79-14556/NM 530-79-10 

2. 30-015-22035-0000-0 

3.102 Denied 

4. Southern Union Exploration Company 

5. Exxon Federal #1 

6. West Bubbling Springs 

7. Eddy. NM 

8. 357.0 million cubic feet 

9. July 30. 1979 

10. Gas Company of New Mexico 

1. 79-14557/NM 1340-79 

2. 30-045-06301-0000-0 

3.108 

4. Depco Inc 

5. Mudge B No 1 

8. West Kutz (Picture Cliffs) 

7. San Juan, NM 

8.1.0 million cubic feet 

9. July 31.1979 

10. Gas Company of New Mexico 

1. 79-14558/NM 1341-79 

2. 30-045-06688-0000-0 

3.108 

4. Depco Inc 

5. Hancock No 1 

6. West Kutz (Picture Cliffs) 

7. San Juan, NM 

8.1.0 million cubic feet 

9. July 31,1979 

10. Gas Company of New Mexico 

1. 79-14559/J4M 151-78 

2. 30-043-20287-0000-0 

3.103 

4. J Gregory Merrion & Robert L Bayles 

5. Jicarilla 428 #6 

6. Ballard Pictured Cliffs 

7. Sandoval, NM 

8. 30.0 million cubic feet 

9. July 31. 1979 

10. Northwest Pipeline Corporation 

1. 79-14560/NM 152-78 

2. 30-043-20289-0000-0 

3.103 

4. J G Merrion & R L Bayless 

5. Jicarilla 428 #7 

6. Ballard Pictured Cliffs 

7. Sandoval. NM 

8. 20.0 million cubic feet 

9. July 31.1979 

10. Northwest Pipeline Corporation 

1. 79-14561/NM 154-78 

2. 30-045-22310-0000-0 

3. 108 

4. J G Merrion & R L Bayless 

5. Chaco #2 

6. Waw Fruitland Pictured Cliffs 

7. San Juan, NM 

8. 6.1 million cubic feet 

9. July 31,1979 

10. Southern Union Company 

1. 79-14562/ NM-204-78 

2. 30-045-22686-0000-0 

3.103 

4. J G Merrion & R L Bayless 

5. Chaco #11 

6. WAW Fruitland Pictured Cliffs 

7. San Juan NM 

8. 70.0 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company 

1. 79-14563/ NM-337-78 

2. 30-045-22774-0000-0 

3.103 

4. Oklahoma Oil Company 

5. Navaho 4-1 Well 


6. Nipp Pictured Cliff 

7. San Juan County NM 
8,120.0 million cubic feet 

9. July 311979 

10. El Paso Natural Gas Company 
1. 79-14564/NM-375-78 
2.30-045-00000-0000-0 

3.108 

4. Shenandoah Oil Corporation 

5. Rock Island No 1 

6. Basin Dakota 

7. San Juan NM 

8.12.0 million cubic feet 

9. July 31 1979 

10. Northwest Pipeline Corporation 

1. 79-145G5/NM-1358-79 

2. 30-039-05827-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Jicarilla D #2 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba NM 

8. 9.9 million cubic feet 

9. July 311979 

10. El Paso Natural Gas Company 

1. 79-14566/NM-1359-79 

2. 30-039-05755-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Jicarilla B #6 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba NM 

8.10.2 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company 

1. 79-14567/NM-1401-79 

2. 30-043-20072-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Jicarilla 183 #4 

6. Ballard-Pictured Cliffs Gas 

7. Sandoval NM 

8.10.2 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company 

1. 79-14568/NM-1403-79 

2. 30-039-05614-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Jicarilla H #3 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba NM 

8. 4.0 million cubic feet 

9. July 311979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corporation 

1. 79-14569/NM-1404-79 

2. 30-039-05660-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Jicarilla H #2 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba NM 

8. 3.0 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corporation 

1. 79-14570/NM-1670-79 

2. 30-039-20655-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Vaughn 26 

6. Otero-Chacra Gas 

7. Rio Arriba NM 

8.13.9 million cubic feet 
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9. July 311979 

10. El Pa so Natural Gas Company 

1. 79-14571 /NM-1672-79 

2. 30-045-21440-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Nye 11 

6. Aztec-Fruitland Gas 

7. San Juan NM 

8.15.3 million cubic feet 

9. July 311979 

10. El Paso Natural Gas Company 

1. 79-14572/NM-1073-79 

2. 30-039-06314-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Hughes #15 

6. Ballard-Pictured Cliffs Gas 

7. Rio Arriba NM 

8. 7.0 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company 

1. 79-14573/NM-1674-79 

2. 30-045-07121-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Howell 4 

6. Blanco-Mesaverde Gas 

7. San Juan NM 

8.12.0 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company 

1. 79-14574/NM-1G75-79 

2. 30-039-06282-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Hughes #9 

6. Ballard-Pictured Cliffs Gas 

7. Rio Arriba NM 

8.17.5 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company 

1. 79-14575/NM-1676-79 

2. 30-045-06446-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Morris 3 

0. Fulcher Kutz-Pictured Cliffs Gas 

7. San Juan NM 

8. 3.3 million cubic feet 

9. July 311979 

10. El Paso Natural Gas Company 

1. 79-14576/NM-1677-79 

2. 30-045-06651-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Morris 2 

6. Fulcher Kutz-Pictured Cliffs Gas 

7. San Juan NM 

8. 6.9 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company 

1. 79-14577/NM-1676-79 

2. 30-045-06854-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Turner Hughes #7 

6. Blanco South-Pictured Cliffs Gas 

7. San Juan NM 

8.16.0 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company 

1. 79-14578/NM-1679-79 

2. 30-045-21146-0000-0 


3. 108 

4. El Paso Natural Gas Company 

5. Hardie E 8 

6. Blanco South-Pictured Cliffs Gas 

7. San Juan NM 

8.11.3 million cubic feet 

9. July 311979 

10. El Paso Natural Gas Company 

1. 79-14579/ NM-1680-79 

2. 30-045-21049-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. King 2 

6. Blanco-Pictured Cliffs Gas 

7. San Juan NM 

8.18.4 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company 

1. 79-14580/NM-l681-79 

2. 30-045-05565-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Quitzau 1 

0. Ballard-Pictured Cliffs Gas 

7. San Juan NM 

8. 4.0 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company 

1. 79-14581/NM-1682-79 

2. 30-039-05936-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Jicarilla E #1 

0. Blanco South-Pictured Cliffs Gas 
7. Rio Arriba NM 
8.17.2 million cubic feet 

9. July 311979 

10. El Paso Natural Gas Company 

1. 79-14582/NM-1685-79 

2. 30-045-20748-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Case #12 

6. Blanco-Pictured Cliffs Gas 

7. San Juan NM 

8.13.0 million cubic feet 

9. July 311979 

10. El Paso Natural Gas Company 

1. 79-14583/ NM-1687-79 

2. 30-045-21306-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Lackey #6 

6. Harris Mesa-Chacra Gas 

7. San Juan NM 

8.13.5 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company 

1. 79-14584/NM-1689-79 

2. 30-045-05631-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. MC Manus 8 

6. Ballard-Pictured Cliffs Gas 

7. San Juan NM 

8. 7.3 million cubic feet 

9. July 311979 

10. El Paso Natural Cas Company 

1. 79-14585/NM-l690-79 

2. 30-045-13044-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Gordon 3 

8. Fulcher Kutz-Pictured ClifFs Gas 
7. San Juan NM 


8.11.0 million cubic feet 

9. July 311979 

10. El Paso Natural Gas Company 

1. 79-14586/NM-1891-79 

2. 30-045-05761-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. HUN-NOP-PI1 

6. Ballard-Pictured Cliffs Gas 

7. San Juan NM 

8.1.0 million cubic feet 

9. July 311979 

10. El Paso Natural Gas Company 

1. 79-14587/NM-1695-79 

2. 30-039-20634-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. SJ 28-5 Unit 92 

6. Basin-Dakota Gas 

7. Rio Arriba NM 

8. 9.5 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company 

1. 79-14588/NM-1696-79 

2. 30-039-06728-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Rincon Unit 2 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba NM 

8.18.6 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company 

1. 79-14589/NM-l697-79 

2. 30-039-21094-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. SJ 28-7 Unit 101 

6. Basin-Dakota Gas 

7. Rio Arriba NM 

8.11.0 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corporation 

1. 79-14590/NM-l698-79 

2. 30-039-08117-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Quantius #4 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba NM 

8.11.7 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company 

1. 79-14591/NM-1699-79 

2. 30-045-20679-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. NYE #3 

6. Aztec-Pictured Cliffs Gas 

7. San Juan NM 

8.15.0 million cubic feet 

9. July 31 1979 

10. El Paso Natural Gas Company 

1. 79-14592/NM 1700-79 

2. 30-045-20760-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Atlantic A #11 

6. Blanco-Pictured Cliffs Gas 

7. San Juan. NM 

8.15.7 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 
1. 79-14593/NM 1813-29 
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2. 30-039-21623-0000-0 

3. 103 

4. El Paso Natural Gas Company 

5. San Juan 20-7 Unit 79A 

6. Blanco 

7. Rio Arriba. NM 

8. 110.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corp 

1. 79-14594/NM 1814-79 

2. 30-039-21622-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. San Juan 29-7 Unit #82-A 

6. Blanco 

7. Rio Arriba. NM 

8. 540.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corp 

1. 79-14595/NM 1815-79 

2. 30-039-20997-0000-0 

3. 103 

4. El Paso Natural Gas Company 

5. San Juan 28-7 Unit #228 

6. Basin 

7. Rio Arriba, NM 

8. 102.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corp 

1. 79-14596/NM 1818-79 

2. 30-039-06580-0000-0 

3. 108 

4. Depco Inc 

5. Mudge A No 4 

6. West Kutz (Picture Cliffs) 

7. San Juan, NM 

8. 2.0 million cubic feet 

9. July 31.1979 

10. Gas Company of New Mexico 

1. 79-14597/NM 1817-79 

2. 30-045-06571-0000-0 

3. 108 

4. Depco Inc 

5. Mudge A No 2 

6. West Kutz (Picture cliffs) 

7. San Juan. NM 

8. 6.0 million cubic feet 

9. July 31,1979 

10. Gas Company of New Mexico 

1. 79-1 4598/NM 1818-79 

2. 30-045-06656-0000-0 

3. 108 

4. Depco Inc 

5. Hancock No 13 

6. West Kutz (Picture Cliffs) 

7. San Juan. NM 

8. 13.0 million cubic feet 

9. July 31.1979 

10. Gas Company of New Mexico 

1. 79-14599/NM 1819-79 

2. 30-025-23768-0000-0 

3.108 

4. Tahoe Oil & Cattle Co 

5. Clair #1 

6. West Sawyer San Andres 

7. Lea, NM 

8.15.8 million cubic feet 

9. July 31.1979 

10. Cities Service Transwestern Pipeline 
Company 

1. 79-14600/NM 1822-79 

2. 30-015-22386-0000-0 


3.102 

4. Gulf Oil Corporation 

5. Nopal Draw Federal Unit Well No 1 

6. Undesignated Wildcat (Morrow) 

7. Eddy. NM 

8. 83.0 million cubic feet 

9. July 31,1979 

10. Tuco Inc 

1. 79-14601/NM 1823-79 

2. 30-015-22230-0000-0 

3.103 

4. Hanagan Petroleum Corporation 

5. N Horseshoe Bend Com #1 NM 10895 

6. Undesignated (Strawn U & L) 

7. Eddy, NM 

8. 33.0 million cubic feet 

9. July 31.1979 

10. Transwestem Pipeline Company 

1. 79-14605/NM 1405-79 

2. 30-045-20326-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Huerfano Unit #153 

6. Basin-Dakota Gas 

7. San Juan. NM 

8.14.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corp 

1. 79-14606/NM 1406-79 

2. 30-039-06165-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Sheets A #2 

6. Ballard-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8.10.6 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14607/NM 1430-79 

2. 30-039-07763-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. San Juan 30-4 Unit #3 

6. Blanco East-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8. 3.7 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14608/NM 1431-79 

2. 30-039-20818-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. San Juan 27-5 Unit #179 

6. Tapacito-Pictured Cliffs Gas 
fr. Rio Arriba, NM 

8. 20.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corp 

1. 79-14609/NM 1432-79 

2. 30-039-05218-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Lindrith Unit #56 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8.13.9 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14610/NM 1433-79 

2. 30-039-05307-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Lindrith Unit #28 


8. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8. 9.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14611/NM 1434-79 

2. 30-039-08074-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Lindrith Unit #60 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8.17.2 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14612/NM 1435-79 

2. 30-045-11819-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Schwerdtfeger A #8 

6. Blanco South-Pictured Cliffs Gas 

7. San Juan, NM 

8. 8.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14013/NM 1436-79 

2. 30-045-06040-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Luthy 1 

6. Blanco South-Pictured Cliffs Gas 

7. San Juan. NM 

8. 3.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14614/NM 1437-79 

2. 30-039-05202-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Lindrith Unit #55 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8.13.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14615/NM 1480-79 

2. 30-039-05247-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Jicarilla P #7 

6. Ballard-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8.1.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14618/NM 1481-79 

2. 30-039-05328-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Jicarilla. #10 

6. Ballard-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8. 3.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14617/NM 1482-79 

2. 30-045-09865-0000-0 
3.108 

4. El Paso Natural Gas Company 
5> Bolack F #1 

6. Flora Vista-Fruitland Gas 

7. San Juan, NM 

8.10.0 million cubic feet 

9. July 31, 1979 

10. El Paso Natural Gas Company 
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1. 79-14618/NM 1484-79 

2, 30-045-06945-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Schwerdtfeger A 7 

6. Blanco South-Pictured Cliffs Gas 

7. San Juan. NM 

8.10.6 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14619/NM 1485-79 

2. 30-039-06361-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Sanchez Al 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8. 5.5 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14620/NM 1602-79 

2. 30-039-20739-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. San Juan 27-5 Unit #159 

6. Tapacito-Pictured Cliffs Gas 

7. Rio Arriba. NM 

a 7.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corp 

1. 79-14621/NM 1603-79 

2. 30-039-2^643-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. 27.5 Unit #81 

6. Tapacito-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8. 4.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corp 

1. 79-14622/NM 1604-79 

2. 30-039-20642-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. San Juan 27-5 Unit #162 

6. Tapacito-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8. 5.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corp 

1. 79-14623/NM 1605-79 

2. 30-039-20814-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. San Juan 27-5 Unit No 172 

6. Tapacito-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8. 6.2 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corp 

1. 79-14624/NM 1607-79 

2. 30-045-21440-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Morris A 10 

6. Aztec-Pictured Cliffs Gas 

7. San Juan, NM 

8. 5.1 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 
1. 79-14625/NM 1608-79 


2. 30-045-21613-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Pinon Mesa C 1 

6. Basin-Dakota Gas 

7. San Juan, NM 

8. 7.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14626/NM 1609-79 

2. 30-045-06368-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. McAdams 4 

6. Fulcher Kutz-Pictured Cliffs Gas 

7. San Juan, NM 

8. 4.4 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14627/NM 1610-79 

2. 30-045-06338-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Lodewick 4 

8. Fulcher Kutz-Pictured Cliffs Gas 

7. San Juan. NM 

8.13.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14628/NM 1611-79 

2. 30-045-09248-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Riddle B 1 

6. Blanco-Mesaverde Gas 

7. San Juan. NM 

8. 7.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14629/NM 1612-79 

2. 30-045-06600-0000-0 

3.108 • 

4. El Paso Natural Gas Company 

5. Bolack B No 4 

6. Blanco-Mesaverde Gas 

7. San Juan. NM 

8.13.5 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14630/NM 1613-79 

2. 30-045-06643-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Rowley 2 

6. Fulcher Kutz-Pictured Cliffs Gas 

7. San Juan, NM 

8. 2.9 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14631/NM 1614-79 

2. 30-045-06629-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Bolack B No 2 

6. Blanco South-Pictured Cliffs Gas 

7. San Juan. NM 

8. 3.0 million cubic feet 

9. July 31, 1979 

10. El Paso Natural Gas Company 

1. 79-14632/NM 1615-79 

2. 30-045-06540-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Rowley 4 

6. Fulcher Kutz-Pictured Cliffs Gas 


7. San Juan, NM 

8. 9.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14633/NM 1618-79 

2. 30-045-06246-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Graham 1 

6. Fulcher Kutz-Pictured Cliffs Gas 

7. San Juan. NM 

8.1.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14634/NM 1635-79 

2. 30-039-20016-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Lindrith Unit No 66 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8.11.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14635/NM 1634-79 

2. 30-039-20017-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Lindrith Unit No 67 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8. 8.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14638/NM 1633-79 

2. 30-039-20014-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Lindrith Unit No 64 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8 11.3 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14637/NM 1633-79 

2. 30-039-20498-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Canyon Largo Unit NP 188 

6. Basin-Dakota Gas 

7. Rio Arriba, NM 

8.12.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14638/NM 1818-79 

2. 30-045-21538-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Lackey A 8 

6. Aztec-Pictured Cliffs Gas 

7. San Juan. NM 

8.12.4 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14639/NM 1617-79 

2. 30-045-20895-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Case 15 

6. Blanco-Pictured Cliffs Gas 

7. San Juan. NM 

8. 8.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 
1. 79-14640/NM 1664-79 
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2. 30-039-05659-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Jicarilla 11 No 1 

6. Blanco South Pictured Cliffs Ga9 

7. Rio Arriba. NM 

8. 3.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company, Northwest 
Pipeline Corp 

1. 79-14641/NM 1636-79 

2. 30-039-20015-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Lindrith Unit No 65 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8. 9.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14642/NM 1665-79 

2. 30-039-05584-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Jicarilla H No 8 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8.1.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company. Northwest 
Pipeline Corp 

1. 79-14643/NM 1666-79 

2. 30-045-20911-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Huerfano Unit NP No 229 

6. Basin-Dakota Gas 

7. San Juan. NM 

8.13.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14644/NM 1667-79 

2. 30-045-06359-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. McAdams A No 1 

6. Fulcher Kutz-Pictured Cliffs Gas 

7. San Juan. NM 

8. 5.1 million cubic feet 

9. July 31. 1979 

10. El Paso Natural Gas Company 

1. 79-14645/NM 1671-79 

2. 30-045-05499-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Sheets A No 4 

6. Ballard-Pictured Cliffs Gas 

7. San Juan. NM 

8. 2.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Company 

1. 79-14646/NM 1669-79 

2. 30-045-05562-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Sheets A No 3 

6. Ballard-Pictured Cliffs Gas 

7. San Juan, NM 

8.16.4 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14647/NM 1668-79 

2. 30-045-09234-0000-0 

3. 108 

4. El Paso Natural Gas Company 


5. Sellers No 1 

6. Blanco Mesaverde Gas 

7. San Juan. NM 

8.12.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

The applications for determination in 
these proceedings together with a copy 
or description of other materials in the 
record on which such determinations 
were made are available for inspection, 
except to the extent such material is 
treated as confidential under 18 CFR 
275.206, at the Commission’s Office of 
Public Information, room 1000, 825 North 
Capitol Street, NE., Washington, D.C. 
20426. 

Persons objecting to any of these final 
determinations may, in accordance with 
18 CFR 275.203 and 18 CFR 275.204, file a 
protest with the Commission on or 
before September 10,1979. Please 
reference the FERC control number in 
all correspondence related to these 
determinations. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc 79-28475 Filed 8-23-79; 845 *mj 

BILUNG CODE 6450-01-41 


[Docket No. CP79-426J 

Colorado Interstate Gas Co.; 
Application 

August 20,1979. 

Take notice that on August 2,1979, 
Colorado Interstate Gas Company 
(Applicant). P.O. Box 1087, Colorado 
Springs, Colorado 80944, filed in Docket 
No. CP79-426 an application pursuant to 
Section 7(c) of the Natural Gas Act for a 
certificate of public convenience and 
necessity authorizing the construction 
and operation of three additional 1,100 
horsepower compressors and ancillary 
equipment at its existing Mocane 
Compressor Station in Beaver County, 
Oklahoma, all as more fully set forth in 
the application on file with the 
Commission and open to public 
inspection. 

Applicant states that the wellhead 
pressures of many wells on the 
gathering systems of the Mocane-Adams 
Ranch Fields have declined to the point 
where Applicant’s gas purchase contract 
obligations cannot be met with the 
existing compression capability of its 
Mocane Station. Therefore, in order to 
provide a lower suction pressure to 
offset declining field pressure and to 
comply with gas purchase contracts in - 
the Mocane Field, Applicant proposes to 
construct the 3,300 horsepower addition. 

The estimated cost of the proposed 
facilities is $2,659,009 which Applicant 
proposes to finance from current funds 


on hand, funds from operations, short¬ 
term borrowings, on long-term Financing. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before 
September 10,1979, file with the Federal 
Energy Regulatory Commission, 
Washington. D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission's Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
protestants party to a proceeding. Any 
person wishing to become a party to a 
proceeding or to participate as a party in 
any hearing therein must file a petition 
to intervene in accordance with the 
Commission’s Rules. 

Take further notice that, pursuant to 
the authority contained in and subject to 
jurisdiction conferred upon the Federal 
Energy Regulatory Commission by 
Sections 7 and 15 of the Natural Gas Act 
and the Commission’s Rules of Practice 
and Procedure, a hearing will be held 
without further notice before the 
Commission or its designee on this 
application if no petition to intervene is 
filed within the time required herein, if 
the Commission on its own review of the 
matter finds that a grant of the 
certificate is required by the public 
convenience and necessity. If a petition 
for leave to intervene is timely filed, or if 
the Commission on its own motion 
believes that a formal hearing is 
required, further notice of such hearing 
will be duly given. 

Under the procedure herein provided 
for, unless otherwise advised, it will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth F. Plumb, 

Secretary . 

[FR Doc 79-28445 Filed 8-23-79. 845 «n[ 

BILLING CODE 6450-01-M 


[Docket No. GP79-42] 

D/FW Oil & Gas, Inc.; Application for 
Allowance for Production-Related 
Costs 

August 16.1979. 

Take notice that on June 22,1979, D/ 
FW Oil and Gas. Inc. (Applicant), Suite 
603, University Towers. 6440 N. Central 
Expressway, Dallas, Texas 75206, filed 
with the Federal Energy Regulatory 
Commission (Commission), pursuant to 
§§ 1.5 and 271.1105 of the Commission’s 
regulations, an application for recovery 
of production-related costs under 
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authority of section 110 of the Natural 
Gas Policy Act of 1978 (NGPA) and 
section 271.1105 of the Commission’s 
regulation implementing that section. 
Applicant is applying for an allowance 
of $0.22 per MMBtu for transportation 
and compression costs connected with 
natural gas deliveries to Coronado 
Transmission Company (Coronado). 

The Applicant is currently seeking a 
determination from the Texas Railroad 
Commission that this gas delivered to 
Coronado qualifies for a maximum 
lawful price under section 102 and 103 of 
the NGPA. Applicant, however, is 
requesting the $0.22 allowance under 
section 110 of the NGPA only in the 
event that the gas does not qualify under 
sections 102 or 103 and is subject to a 
maximum lawful price under section 109 
of the NGPA. 

Any person desiring to be heard or to 
make any protest with reference to this 
proceeding should, on or before 
September 10,1979, file with the Federal 
Energy Regulatory Commission, 
Washington, D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of Commission's 
Rules of Practice and Procedure (18 CFR 
1.8 or 1.10). All protests filed with the 
Commission will be considered by it in 
determining the appropriate action to be 
taken but will not serve to make the 
protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission’s Rules. 

Kenneth F. Plumb, 

Secretary. 

(PR Doc. 79-2644*3 Filed 8-23-79; 8:45 am| 

BILLING COD€ 6450-01-M 


DEPCO, Inc., et al.; Determinations by 
Jurisdictional Agencies Under the 
Natural Gas Policy Act of 1978 

August 17,1979. 

The Federal Energy Regulatory 
Commission received notices from the 
jurisdictional agencies listed below of 
determinations pursuant to 18 CFR 
274.104 and applicable to the indicated 
wells pursuant to the Natural Gas Policy 
Act of 1978. 

California Department of Conservation, 
Division of Oil and Gas 

1. Control number (F.E.R.C./State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County. State or Block No. 

8. Estimated annual volume 

9. Date received at FERC 


10. Purchaser(s) 

1. 79-15273/79-4-0011 

2. 04-029-56083 
3.103 

4. DEPCO Inc 

5. Brandt No 12-27 

6. English Colony 

7. Kern. CA 

8.180.0 million cubic feet 

9. July 31,1979 

10. Pacific Lighting Service Company 

Kansas Corporation Commission 

1. Control number (F.E.R.C/State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County, State or Block No. 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaser(s) 

1. 79-15372/K-78-0394 

2.15- 175-20339 
3.103 

4. John R. Lebosquet 

5. #1 Northern Natural Gas Co 

6. Hugoton 

7. Seward, KS 

8. 60.0 million cubic feet 

9. August 8.1979 

10. Northern Natural Gas Co 

1. 79-15373/K-78-0391 

2.15- 175-00000 

3. 108 

4. Donald W Jackson 

5. Thompson C No 1 

6. Kansas Hugoton 

7. Seward. KS 

8.16.0 million cubic feet 

9. August 6,1979 

10. Northern Natural Gas Co 
1. 79-15374/K-78-0392 

2.15-175-00000 

3.108 

4. Donald W Jackson 

5. Simonson A No 1 

6. Kansas—Hugoton 

7. Seward. KS 

8. .0 million cubic feet 

9. August 6,1979 

10. Northern Natural Gas Company 

West Virginia Department of Mines, Oil and 
Gas Division 

1. Control number (F.E.R.C./State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

8. Field or OCS area name 

7. County. State or Block No. 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaser(s) 

1. 79-15275 

2. 47-019-00273 

3.108 

4. Consolidated Gas Supply Corporation 

5. Kanawha-Hocking 11959 

6. West Virginia other A-85772 

7. Fayette, WV 

8. 20.0 million cubic feet 

9. August 3.1979 


10. General system purchasers 

1. 79-15276 

2. 47-017-01850 

3. 108 

4. Consolidated Gas Supply Corporation 

5. M J McMillian 12272 

6. West Virginia other A-85772 

7. Doddridge, WV 

8. 8.0 million cubic feet 

9. August 3.1979 

10. General system purchasers 

1. 79-15277 

2. 47-017-01807 

3.108 

4. Consolidated Gas Supply Corporation 

5. MT Williams 12117 

8. West Virginia other A-85772 

7. Doddridge, WV 

8. 20.0 million cubic feet 

9. August 3. 1979 

10. General system purchasers 

1. 79-15278 

2. 47-017-01806 

3.108 

4. Consolidated Gas Supply Corporation 

5. Stutler Hrs 12020 

6. West Virginia other A-85772 

7. Doddridge. WV 

8. 3.0 million cubic feet 

9. August 3.1979 

10. General system purchasers 

1. 79-15279 

2. 47-033-00876 

3.108 

4. Consolidated Gas Supply Corporation 

5. HG Porter 11913 

6. West Virginia other A-85772 

7. Harrison, WV 

8.1.0 million cubic feet 

9. August 3.1979 

10. General system purchasers 

1. 79-15280 

2. 47-021-02747 

3.108 , 

4. Consolidated Gas Supply Corporation 

5. Louis Bennett 12218 

6. West Virginia other A-85772 

7. Gilmer. WV 

8. 8.0 million cubic feet 

9. August 3,1979 

10. General system purchasers 

1. 79-15281 

2. 47^019-00303 

3.108 

4. Consolidated Gas Supply Corporation 

5. Gauley Mountain Coal 12243 

8. West Virginia other A-85772 

7. Fayette. WV 

8. 8.0 million cubic feet 

9. August 3.1979 

10. General system purchasers 

1. 79-15282 

2. 47-001-00726 

3.108 

4. Consolidated Gas Supply Corporation 

5. M Carpenter 11983 

6. West Virginia other A-85772 

7. Barbour, WV 

8.11.0 million cubic feet 

9. August 3.1979 

10. General system purchasers 

1. 79-15283 

2. 47-001-00739 

3.108 
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4. Consolidated Gas Supply Corporation 

5. C Peck 12052 

8. West Virginia other A-85772 

7. Barbour. WV 

8. 5.0 million cubic feet 

9. August 3.1979 

10. General system purchasers 

1. 79-15284 

2. 47-001-00720 

3.108 

4. Consolidated Gas Supply Corporation 

5. E Walker 11934 

6. West Virginia other A-85772 

7. Barbour, WV 

8.17.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15285 

2. 47-049-00309 

3.108 

4. Consolidated Gas Supply Corporation 

5.1 Blackshere 11636 

6. West Virginia other A-85772 

7. Marion, WV 

8.1.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15288 

2. 47-049-00300 

3. 108 

4. Consolidated Gas Supply Corporation 

5. J Hess 11637 

6. West Virginia other A-85772 

7. Marion, WV 

8.18.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15287 

2. 47-041-01927 

3.108 

4. Consolidated Gas Supply Corporation 

5. Peterson HRS 11668 

6. West Virginia other A-85772 

7. Lewis, WV 

8. 7.0 million cubic feet 

9. August 3. 1979 

10. General System Purchasers 

1. 79-15288 

2. 47-041-01928 

3.108 

4. Consolidated Gas Supply Corporation 

5. S Cummings 11669 

6. West Virginia other A-85772 

7. Lewis, WV 

8. 2.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15289 

2. 47-041-01970 

3. 108 

4. Consolidated Gas Supply Corporation 

5. M E Posey 11842 

6. West Virginia other A-85772 

7. Lewis, WV 

8.18.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15290 

2. 47-041-01910 

3.108 

4. Consolidated Gas Supply Corporation 

5. GW Neely 11551 

8. West Virginia other A-85772 
7. Lewis, WV 


8.16.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15291 

2. 47-041-01911 

3. 108 

4. Consolidated Gas Supply Corporation 

5. M O Edwards 11591 

6. West Virginia other A-85772 

7. Lewis, WV 

8. 5.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15292 

2. 47-041-01915 

3.108 

4. Consolidated Gas Supply Corporation 

5. D Neeley 11617 

6. West Virginia other A-85772 

7. Lewis. WV 

8.18.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15293 

2. 47-041-01916 

3.108 

4. Consolidated Gas Supply Corporation 

5.1 H McKinley 11553 

6. West Virginia other A-85772 

7. Lewis. WV 

8. 20.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15294 

2. 47-041-01919 

3.108 

4. Consolidated Gas Supply Corporation 

5. S P Queen 11593 

6. West Virginia other A-85772 

7. Lewis. WV 

8.14.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15295 

2. 47-041-01893 

3.108 

4. Consolidated Gas Supply Corporation 

5. E Gaston 11549 

6. West Virginia other A-85772 

7. Lewis. WV 

8.10.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15296 

2. 47-041-01901 

3.108 

4. Consolidated Gas Supply Corporation 

5. A Woofter 11550 

6. West Virginia other A-85772 

7. Lewis. WV 

8. 9.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15297 

2. 47-041-01902 

3. 108 

4. Consolidated Gas Supply Corporation 

5. P C Allman 11552 

6. West Virginia other A-85772 

7. Lewis, WV 

8.9.0 million cubic feet 

9. August 3. 1979 

10. General System Purchasers 
1. 79-15298 


2. 47-061-00335 

3.108 

4. Consolidated Gas Supply Corporation 

5. E Davis 11702 

6. Greer-Gladesville 290235 

7. Monongolia, WV 

8. 3.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15299 

2. 47-041-01957 

3.108 

4. Consolidated Gas Supply Corporation 

5.1 Forinash 11727 

6. West Virginia other A-85772 

7. Lewis, WV 

8. 5.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15300 

2. 47-033-00887 

3. 108 

4. Consolidated Gas Supply Corporation 

5. E Rogers 11868 

6. West Virginia other A-85772 

7. Harrison, WV 

8.18.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15301 

2. 47-033-00888 

3.108 

4. Consolidated Gas Supply Corporation 

5. L Robinson 11890 

6. West Virginia other A-85772 

7. Harrison, WV 

8. 20.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15302 

2. 47-047-00625 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. McDowell-Pocahontas Coal 11794 

6. Pineville Field Area 

7. McDowell. WV 

8. 6.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15303 

2. 47-041-01904 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. L M Lawson 11594 

6. West Virginia other A-85772 

7. Lewis. WV 

8.19.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15304 

2. 47-035-01365 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5.1 Livingston 11792 

6. West Virginia other A-85772 

7. Jackson, WV 

8. 2.0 million cubic feet 

9. August 3.1979 

• 10. General System Purchasers 

1. 79-15305 

2. 47-067-00320 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. W F & A McGue 11621 

6. West Virginia other A-85772 
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7. Nicholas. WV 
8.1.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15306 

2. 47-059-00845 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. C Hamill 11881 

6. Pineville Field Area A-59442 

7. Mineo. WV 

8. 8.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15307 

2. 47-047-00607 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. R L Dennis 11641 

6. Pineville Field Area A-59442 

7. McDowell. WV 

8. 5.0 million cubic feet 

9. August 3, 1979 

10. General System Purchasers 

1. 79-15308 

2. 47-047-00595 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. McDowell-Pocahontas Coal 11479 

6. Pineville Field Area A-59442 

7. McDowell. WV 

8.13.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15309 

2. 47-033-00880 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. M Bond 11883 

6. West Virginia other A-85772 

7. Harrison. WV 

8. 20.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15310 

2. 47-047-00621 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. Crozier Land 11572 

6. Pineville Field Area A-59442 

7. McDowell. WV 

8. 20.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15311 

2. 47-059-00836 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. C A Hamill 11580 

6. Pineville Field Area A-59442 

7. Mineo. WV 

8. 20.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15312 

2. 47-047-00614 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. McDowell-Pocahontas Coal 11684 

6. Pineville Field Area A-59442 

7. McDowell, WV 

8.10.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 
1. 79-15313 


2. 47-033-00902 

3.108 

4. Consolidated Gas Supply Corporation 

5. G Conley 11894 

6. West Virginia other A-85772 

7. Harrison, WV 

8. 5.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15314 

2. 47-041-01948 

3. 108 

4. Consolidated Gas Supply Corporation 

5. P M O’Hara 11712 

6. West Virginia Other A-85772 

7. Lewis, WV 

8.11.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15375 

2. 47-041-02008 

3. 108 

4. Consolidated Gas Supply Corporation 

5. C Long 11986 

6. West Virginia Other A-85772 

7. Lewis, WV 

8. 6.0 million cubic feet 

9. August 6.1979 

10. General System Purchasers 

1. 79-15378 

2. 47-035-01373 

3. 108 

4. Consolidated Gas Supply Corporation 

5. L A Baier 12144 

6. West Virginia Other A-85772 

7. Jackson, WV 

8.18.0 million cubic feet 

9. August 6. 1979 

10. General System Purchasers 

1. 79-15377 

2. 47-041-01988 

3. 108 

4. Consolidated Gas Supply Corporation 

5. W Woofter 11941 

8. West Virginia Other A-85772 

7. Lewis. WV 

8. 4.0 million cubic feet 

9. August 6,1979 

10. General System Purchasers 

1. 79-15378 

2. 47-041-01993 

3.108 

4. Consolidated Gas Supply Corporation 

5. J Waldeck 11937 

6. West Virginia Other A-85772 

7. Lewis. WV 

8. 3.0 million cubic feet 

9. August 6, 1979 

10. General System Purchasers 

1. 79-15379 

2. 47-041-01996 

3. 108 

4. Consolidated Gas Supply Corporation 

5. R Kelley 11928 

6. West Virginia Other A-85772 

7. Lewis. WV 

8. 3.0 million cubic feet 

9. August 8.1979 

10. General System Purchasers 

1. 79-15380 

2. 47-041-02132 

3.108 

4. Consolidated Gas Supply Corporation 

5. A C Simmons 12404 

6. West Virginia Other A-85772 


7. Lewis. WV 

8.12.0 million cubic feet 

9. August 6,1979 

10. General System Purchasers 

1. 79-15381 

2. 47-049-00318 

3.108 

4. Consolidated Gas Supply Corporation 

5. D D Hawkins 12077 

6. West Virginia Other A-85772 

7. Marion. WV 

8. 8.0 million cubic feet 

9. August 6.1979 

10. General System Purchasers 

1. 79-15382 

2. 47-041-02064 

3.108 

4. Consolidated Ga9 Supply Corporation 

5. D R Swisher 12154 

6. West Virginia Other A-85772 

7. Lewis. WV 

8.14.0 million cubic feet 

9. August 6,1979 

10. General System Purchasers 

1. 79-15383 

2. 47-097-01666 

3. 108 

4. Consolidated Gas Supply Corporation 

5. M B Wilson 12017 

6. West Virginia Other A-85772 

7. Upshur. WV 

8.15.0 million cubic feet 

9. August 6.1979 

10. General System Purchasers 

1. 79-15384 

2. 47-097-01654 

3.108 

4. Consolidated Gas Supply Corporation 

5. H M Carte 12018 

6. West Virginia Other A-85772 

7. Upshur. WV 

8. 7.0 million cubic feet 

9. August 6. 1979 

10. General System Purchasers 

1. 79-15385 

2. 47-033-01044 

3.108 

4. Consolidated Gas Supply Corporation 

5. S Ashcraft 12271 

6. West Virginia Other A-85772 

7. Harrison. WV 

8.14.0 million cubic feet 

9. August 6. 1979 

10. General System Purchasers 

1. 79-15386 

2. 47-033-01045 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. T Ward 12235 

6. West Virginia Other A-85772 

7. Harrison. WV 

8.11.0 million cubic feet 

9. August 6, 1979 

10. General System Purchasers 

1. 79-15387 

2. 47-077-00174 

3. 108 

4. Consolidated Gas Supply Corporation 

5. H J Rehe 11916 

6. Greer-Gladesville 290235 

7. Preston. WV 

8.10.0 million cubic feet 

9. August 6,1979 

10. General System Purchasers 
1. 79-15388 
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2. 47-059-00878 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. McDonald Land Co 12361 

8. Pineville Field Area A-59442 

7. Mingo. WV 

8.15.0 million cubic feet 

9. August 6,1979 

10. General System Purchasers 

1. 79-15389 

2. 47-033-01229 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. Fittro-Gerrard 12486 

8. West Virginia Other A-85772 

7. Harrison, WV 

8. 4.0 million cubic feet 

9. August 6, 1979 

10. General System Purchasers 

1. 79-15390 

2. 47-097-01738 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. D C Ressenger 12269 

6. West Virginia Other A-85772 

7. Upshur. WV 

8.10.0 million cubic feet 

9. August 6. 1979 

10. General System Purchasers 

1. 79-15391 

2. 47-041-01955 

3. 108 

4. Consolidated Gas Supply Corporation 

5. } Cheuvront 11749 

6. West Virginia Other A-85772 

7. Lewis. WV 

8.12.0 million cubic feet 

9. August 6.1979 

10. General System Purchasers 

1. 79-15392 

2. 47-041-01954 

3.108 

4. Consolidated Gas Supply Corporation 
5.1 Jackson 11725 

6. West Virginia Other A-85772 

7. Lewis. WV 

8. 9.0 million cubic feet 

9. August 6.1979 

10. General System Purchasers 

1. 79-15394 

2. 47-041-01941 

3. 108 

4. Consolidated Gas Supply Corporation 

5. A A Rohrbaugh 11707 

6. West Virginia Other A-85772 

7. Lewis. WV 

8.15.0 million cubic feet 

9. August 6. 1979 

10. General System Purchasers 

1. 79-15395 

2. 47-041-01929 

3.108 

4. Consolidated Gas Supply Corporation 

5. B S Hall 11688 

6. West Virginia Other A-85772 

7. Lewis. WV 

8. 8.0 million cubic feet 

9. August 6. 1979 

10. General System Purchasers 

1. 79-15396 

2. 47-041-01964 

3. 108 

4. Consolidated Gas Supply Corporation 

5. J Casey 11817 

8. West Virginia Other A-85772 


7. Lewis. WV 

8.14.0 million cubic feet 

9. August 6. 1979 

10. General System Purchasers 

1. 79-15397 

2. 47-041-01960 

3.108 

4. Consolidated Gas Supply Corporation 
5.1 Jackson 11724 

6. West Virginia Other A-85772 

7. Lewis. WV 

8. 20.0 million cubic feet 

9. August 6.1979 

10. General System Purchasers 

1. 79-15398 

2. 47-097-01616 

3.108 

4. Consolidated Gas Supply Corporation 

5. J Lewis 11853 

6. West Virginia Other A-85772 

7. Upshur, WV 

8.14.0 million cubic feet 

9. August 6, 1979 

10. General System Purchasers 

1. 79-15399 

2. 47-041-01972 

3.108 

4. Consolidated Gas Supply Corporation 

5. R Linger 11829 

6. West Virginia Other A-85772 

7. Lewis, WV 

8.12.0 million cubic feet 

9. August 6.1979 

10. General System Purchasers 

1. 79-15400 

2. 47-041-01986 

3.108 

4. Consolidated Gas Supply Corporation 

5. L Conley 11892 

6. West Virginia Other A-85772 

7. Lewis. WV 

8. 9.0 million cubic feet 

9. August 6, 1979 

10. General System Purchasers 

1. 79-15401 

2. 47-041-01985 

3.108 

4. Consolidated Gas Supply Corporation 

5. E Taylor 11904 

6. West Virginia Other A-85772 

7. Lewis. WV 

8.1.0 million cubic feet 

9. August 6,1979 

10. General System Purchasers 

1. 79-15402 

2. 47-041-01977 

3.108 

4. Consolidated Gas Supply Corporation 

5. R Pletcher 11887 

6. West Virginia Other A-85772 

7. Lewis. WV 

8. 7.0 million cubic feet 

9. August 6. 1979 

10. General System Purchasers 

1. 79-15403 

2. 47-097-01565 

3. 108 

4. Consolidated Gas Supply Corporation 

5. O Lanham 11793 

6. West Virginia Other A-85772 

7. Upshur. WV 

8. 6.p million cubic feet 

9. August 8.1979 

10. General System Purchasers 
1. 79-15404 


2. 47-097-01490 

3.108 

4. Consolidated Gas Supply Corporation 

5. A Smith 11596 

6. West Virginia Other A-85772 

7. Upshur. WV 

8.10.0 million cubic feet 

9. August 6. 1979 

10. General System Purchasers 

1. 79-15393 

2. 47-041-01973 

3.108 

4. Consolidated Gas Supply Corporation 

5. L L Gould 11877 

6. West Virginia Other A-85772 

7. Lewis, WV 

8.15.0 million cubic feet 

9. August 8, 1979 

10. General System Purchasers 

Geological Survey, 

Metairie, La. 

1. Control number (FERC/State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County. State or block No. 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaser(s) 

1. 79-15274/G9-642 

2.17- 715—40250-0000-0 

3.102 

4. Shell Oil Company 

5. OCS G-1244 No 13 

6. South Pelto 

7. 23 

8.1095.0 million cubic feet 

9. August 3.1979 

10. Trunkline Gas Company 
1. 79-15405/ C9-599 

2.17- 706-4O312-00D2-2 

3.102 

4. CNG Producing Company 

5. A-702 

6. Vermilion 

7. 329 

8. 855.0 million cubic feet 

9. August 7,1979 

10. Consolidated Gas Supply Corporation 
Panhandle Eastern Pipeline Company 

1. 79-15406/G9-596 

2.17- 706-40253-00D2-0 

3.102 

4. CNG Producing Company 

5. A-2D2 

6. Vermilion 

7. 329 

8. 1140.0 million cubic feet 

9. August 7,1979 

10. Consolidated Gas Supply Corporation 
Panhandle Eastern Pipeline Company 

1. 79-15407/G9-597 

2.17- 706—40298-O0D2-0 

3.102 

• 4. CNG Producing Company 

5. A-6D2 

6. Vermilion 

7. 329 

8. 570.0 million cubic feet 

9. August 7,1979 

10. Consolidated Gas Supply Corporation 
Panhandle Eastern Pipeline Company 
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1. 79-15408/G9-598 
2.17-706-40312-00D1-1 

3.102 

4. CNG Producing Company 

5. A-7D1 

6. Vermilion 

7. 329 

8. 570.0 million cubic feet 

9. August 7. 1979 

10. Consolidated Gas Supply Corporation 
Panhandle Eastern Pipeline Company 

Albuquerque. N. Mex. 

1. Control number (FERC/State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County, State or block No 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaser(s) 

1. 79-15315/NM-755-79 

2. 30-045-21909-0000-0 

3. 108 

4. Jerome P McHugh 

5. Chaco Plant No 8 

6. Gallegos Fruitland South 

7. San Juan. NM 

8. 22.0 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15316/NM-1684-79 

2. 30-039-20821-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. SJ 27-5 Unit 186 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8.13.1 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corp 

1. 79-15317/NM-1688-79 

2. 30-045-10694-0000-0 
*3. 108 

4. El Paso Natural Gas Company 

5. Case 3 

6. Blanco Mesaverde Gas 

7. San Juan. NM 

8. 9.5 million cubic feet 

9. August 3,1979 

10. El Paso Natural Gas Company 

1. 79-15318/NM-1712-79 

2. 30-039-05712-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Jicarilla D No 7 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8. 4.0 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15319/NM-1713-79 

2. 30-039-05972-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Jicarilla C No 8 

0. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba. NM 
8.10.0 million cubic feet 

9. August 3, 1979 

10. El Paso Natural Gas Company 
1. 79-15320/NM-1714-79 


2. 30-039-06509-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Jicarilla J No 11 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8. 7.0 million cubic feet 

9. August 3,1979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corp 

1. 79-15321 / NM-1715-79 

2. 30-039-05615-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Jicarilla H No 11 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8.1.1 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corp 

1. 79-15322/ NM-1771-79 

2. 30-045-22492-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. Atlantic A 9A 

6. Blanco 

7. San Juan, NM 

8. 312.0 million cubic feet 

9. August 3,1979 

10. El Paso Natural Gas Company 

1. 79-15323/ NM-1772-79 

2. 30-045-22507-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. Atlantic A 3A 

6. Blanco 

7. San Juan. NM 

8. 263.0 million cubic feet 

9. August 3,1979 

10. El Paso Natural Gas Company 

1. 79-15324/NM-1773-79 

2. 30-045-22786-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. Atlantic C No 2A 

6. Blanco 

7. San Juan, NM 

8. 350.0 million cubic feet 

9. August 3,1979 

10. El Paso Natural Gas Company 

1. 79-15325/NM-l774-79 

2. 30-045-22743-0000-0 

3. 103 

4. El Paso Natural Gas Company 

5. Scott 1A 

6. Blanco 

7. San Juan. NM 

8. 249.0 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15326/ NM-1775-79 

2. 30-045-22755-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. Scott 3A 

6. Blanco 

7. San Juan. NM 

8. 307.0 million cubic feet 

9. August 3,1979 

10. El Paso Natural Gas Company 

1. 79-15327/NM-1776-79 

2. 30-045-22547-0000-0 

3.103 

4. El Paso Natural Gas Company 


5. Scott 5A 

6. Blanco 

7. San Juan. NM 

8. 317.0 million cubic feet 

9. August 3, 1979 

10. El Paso Natural Gas Company 

1. 79-15328/NM-1777-79 

2. 30-045-21981-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. Mansfield 2A 

6. Blanco 

7. San Juan. NM 

8. 205.0 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company Southern 
Union Gathering Company 

1. 79-15329/ NM-1810-79 

2. 30-039-21371-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. Canyon Largo Unit 6 

6. Basin 

7. Rio Arriba, NM 

8.153.0 million cubic feet 

9. August 3,1979 

10. El Paso Natural Gas Company Southern 
Union Gathering Company 

1. 79-15330/NM-1811-79 

2. 30-039-21177-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. Lindrith Unit COM 87 

6. South Blanco 

7. Rio Arriba. NM 

8. 46.0 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15331 /NM-1812-79 

2. 30-039-60111-0000-0 

3.103 

4. El Paso Natural Gas Company 

5. San Juan 32-5 Unit No 15A 

6. Blanco 

7. Rio Arriba. NM 

8.19.0 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15332/NM-1821-79-1 

2. 30-025-25913-0000-0 

3. 102 

4. General Exploration Company 

5. Pipeline deep unit No 4 

6. Quail Ridge North (Morrow) 

7. Lea. NM 

8.1,450.0 million cubic feet 

9. August 3,1979 

10. El Paso Natural Gas Company 

1. 79-15333/NM-1821-79-1 

2. 30-025-25913-0000-0 

3.103 

4. General Exploration Company 

5. Pipeline deep unit No 4 

6. Quail Ridge North (Morrow) 

7. Lea. NM 

8.1.460.0 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15334/NM 166-78 

2. 30-039-20110-0000-0 

3.108 

4. I Merrion & R L Bayless 

5. Rockhouse Canyon #1 

0. South Blanco Pictured Cliffs 
7. Rio Arriba, NM 
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8. 5.5 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15335/NM 536-79 

2. 30-045-13033-0000-0 

3.108 

4. Beta Development Co 

5. Henderson Federal #1 

6. Basin Dakota 

7. San Juan, NM 

8. 8.0 million cubic feet 

9. August 3, 1979 

10. El Paso Natural Gas Company 

1. 79-15336/NM 1071-79 

2. 30-045-06479-0000-0 

3.108 

4. Gulf Oil Corporation 

5. Fullerton Federal Well No 3 

6. Kutz Pictured Cliffs West 

7. San Juan, NM 

8. 9.2 million cubic feet 

9. August 3,1979 

10. Gas Company of New Mexico 

1. 79-15337/NM 1342-79 

2.30-045-06652-0000-0 

3.108 

4. Depco Inc 

5. Hancock No 2 

6. West Kutz (Pictured Cliffs) 

7. San Juan. NM 

8.17.0 million cubic feet 

9. August 3,1979 

10. Gas Company of New Mexico 

1. 79-15338/NM 1402-79 

2. 30-043-20096-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Stromberg #9 

6. Ballard-Pictured Cliffs Gas 

7. Sandoval, NM 

8. 2.9 million cubic feet 

9. August 3,1979 

10. El Paso Natural Gas Company 

1. 79-15339/NM 1411-79 

2. 30-039-05926-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Hall 3 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8. 9.0 million cubic feet 

9. August 3. 1979 

10. El Paso Natural Gas Company 

1. 79-15340/NM 1412-79 

2. 30-045-06235-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Rowley C2 

6. Fulcher Kutz-Pictured Cliffs Gas 

7. San Juan, NM 

8.1.0 million cubic feet 

9. August 3. 1979 

10. El Paso Natural Gas Company 

1. 79-15341/NM 1413-79 

2. 30 045-06708-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Turner Hughes #2 

6. Blanco South-Pictured Cliffs Gas 

7. San Juan, NM 

8. 7.0 million cubic feet 

9. August 3. 1979 

10. El Paso Natural Gas Company 
1. 79-15342/NM 1414-79 


2. 30-030-20654-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Klein 22 

6. Otero-Chacra Gas 

7. Rio Arriba,, NM 

8.19.0 million cubic feet 

9. August 3,1979 

10. El Paso Natural Gas Company 

1. 79-15343/NM 1415-79 

2. 30-045-06268-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Rowley Cl 

6. Fulcher Kutz-Pictured Cliffs Gas 

7. San Juan. NM 

8. 2.0 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15344/NM 1438-79 

2. 30-045-20925-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Florance D 17 

6. Largo-Chacra Gas 

7. San Juan; NM 

8. 5.8 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15345/NM 1439-79 

2. 30-045-06766-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Schwerdtfeger A *4 

6. Blanco South-Pictured Cliffs Gas 

7. San Juan. NM 

8.15.7 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15346/NM 1440-79 

2. 30-039-05447-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Lindrith Unit #32 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba NM 

8. 9.1 million cubic feet 

9. August 3,1979 

10. El Paso Natural Gas Company 

1. 79-15347/NM 1441-79 

2. 30-045-06564-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Lodewick 1 

6. Fulcher Kutz-Pictured Cliffs Gas 

7. San Juan. NM 

8.10.2 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15348/NM 1442-79 

2. 30-045-07079-0000-0 

3.108 

4. El Paso Natural Gas Company 

5. Omler 2 

6. Fulcher Kutz-Pictured Cliffs Gas 

7. San Juan. NM 

8.13.1 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15349/NM 1443-79 

2. 30-045-07565-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Kutz Canyon Oil & Gas 2 

6. Fulcher Kutz-Pictured Cliffs Gas 


7. San Juan, NM 

8. 9.5 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15350/NM 1444-79 

2. 30-045-06214-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Rowley D 2 

6. Fulcher Kutz-Pictured Cliffs Gas 

7. San Juan. NM 

8. 6.0 million cubic feet 

9. August 3, 1979 

10. El Paso Natural Gas Company 

1. 79-15351/NM 1445-79 

2. 30-045-06381-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Huerfanito Unit #59 

6. Blanco South-Pictured Cliffs Gas 

7. San Juan. NM 

8. 5.1 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15352/NM 1450-79 

2. 30-045-06568-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Cleveland #1 

6. Fulcher Kutz-Pictured Cliffs Gas 

7. San Juan. NM 

8.11.7 million cubic feet 

9. August 3. 1979 

10. El Paso Natural Gas Company 

1. 79-15353/NM 1476-79 

2. 30-039-20957-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. SJ 28-6 unit 197 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8. 8.8 million cubic feet 

9. August 3, 1979 

10. El Paso Natural Gas Company 

1. 79-15354/NM 1477-79 

2. 30-039-20657-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Rincon unit 197 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8.16.0 million cubic feet 

9. August 3. 1979 

10. El Paso Natural Gas Company 

1. 79-15355/NM 1478-79 

2. 30-039-06478-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Jicarilla F #11 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8.16.1 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company, Northwest 
Pipeline Corp 

1. 79-15356/NM 1479-79 
«2. 30-039-06379-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Jicarilla F #1 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8.17.9 million cubic feet 
9. August 3.1979 
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10. El Paso Natural Gas Company. Northwest 
Pipeline Corp 

1. 79-15357/NM 1507-79 

2. 30-045-13258-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Lackey B 2 

6. Aztec-Pictured Cliffs Gas 

7. San Juan. NM 

8.19.0 million cubic feet 

9. August 3,1979 

10. El Paso Natural Gas Company 

1. 79-15358/NM 1509-79 

2. 30-039-05803-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Jicarilla D #4 

8. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8. 5.5 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15359/NM 1508-79 

2. 30-045-06911-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Galt B 1 

6. Fulcher Kutz-Pictured Cliffs Gas 

7. San Juan. NM 

8.1.8 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15360/NM 1510-79 

2. 30-039-06097-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Jicarilla B #13 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8. 7.7 million cubic feet 

9. August 3. 1979 

10. El Paso Natural Gas Company 

1. 79-15361/NM 1511-79 

2. 30-045-05533-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Sheets C4 

6. Ballard-Pictured Cliffs Gas 

7. San Juan, NM 

8. 6.6 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15362/NM 1606-79 

2. 30-045-20932-0000-0 
3.108 

4. El Paso Natural Gas Company 

5. Turner Hughes 18 

6. Harris Mesa-Chacra Gas 

7. San Juan, NM 

8.12.0 million cubic feet 

9. August 3.1979 

10. El Paso Natural Gas Company 

1. 79-15383/NM 1683-79 

2. 30-043-20073-0000-0 

3. 108 

4. El Paso Natural Gas Company 

5. Stromberg #8 

6. Ballard-Pictured Cliffs Gas 

7. Sandoval. NM 

8. 7.0 million cubic feet 

9. August 3, 1979 

10. El Paso Natural Gas Company 


Osage Agency, Bureau of Indian Affairs, 
Osage County, Okla. 

1. Control number (FERC/State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County, State or block No. 

8. Estimated annual volume 

9. Date received of FERC 

10. Purchaser(s) 

1. 79-15364 

2. 35-113-23662-0000-0 

3.103 

4. Wichita Industries Inc 

5. S Wildhorse Well No 1-C 

6. S Wildhorse Lease SE10-21-10 

7. Osage County. OK 

8. 36.5 million cubic feet 

9. August 6,1979 

10. Phillips Petroleum Co 

1. 79-15365 

2. 35-113-24051-0000-0 

3.103 

4. Wichita Industries Inc 

5. S Wildhorse Well No 2-C 

6. S Wildhorse Lease SE10-21-1Q 

7. Osage County. OK 

8. 36.5 million cubic feet 

9. August 6. 1979 

10. Phillips Petroleum Co 

1. 79-15366 

2. 35-113-24052-0000-0 

3. 103 

4. Wichita Industries Inc 

5. S Wildhorse Well No 3-C 

6. S Wildhorse Lease SE1O-21-10 

7. Osage County, OK 

8. 36.5 million cubic feet 

9. August 6.1979 

10. Phillips Petroleum Co 

1. 79-15367 

2. 35-113-00000-0000-0 

3.103 

4. Wichita Industries Inc 

5. S Wildhorse Well No 4-C 

6. S Wildhorse Lease SE10-21-10 

7. Osage County, OK 

8. 36.5 million cubic feet 

9. August 6.1979 

10. Phillips Petroleum Co 

1. 79-15368 

2. 35-113-00000-0000-0 

3.103 

4. Wichita Industries Inc 

5. S Wildhorse Well No 5-C-l 

8. S Wildhorse Lease SE10-21-10 

7. Osage County. OK 

8. 36.5 million cubic feet 

9. August 6, 1979 

10. Phillips Petroleum Co 

1. 79-15369 

2. 35-113-00000-0000-0 

3.103 

4. Wichita Industries Inc 

5. S Wildhorse Well No 7-C 

6. S Wildhorse Lease SE10-21-10 

7. Osage County. OK 

8. 36.5 million cubic feet 

9. August 6. 1979 

10. Phillips Petroleum Co 

1. 79-15370 

2. 35-113-00000-0000-0 


3.103 

4. Wichita Industries Inc 

5. S Wildhorse Well No 8-C 

6. S Wildhorse Lease SE10-21-10 

7. Osage County, OK 

8. 36.5 million cubic feet 

9. August 6.1979 

10. Phillips Petroleum Co 

1. 79-15371 

2. 35-113-00000-0000-0 

3.103 

4. Greenwood Oil Co 

5. #2B Phillips 

6. Hominy Falls 

7. Osage. OK 

8. 24.0 million cubic feet 

9. August 6. 1979 

10. Phillips Petroleum Co 

The applications for determination in 
these proceedings together with a copy 
or description ofother materials in the 
record on which such determinations 
were made are available for inspection, 
except to the extent such material is 
treated as confidential under 18 CFR 
275.206, at the Commission's Office of 
Public Information, room 825, North 
Capitol Street, N.W., Washington, D.C. 
20426. 

Persons objecting to any of these final 
determinations may, in accordance with 
18 CFR 275.203 and 18 CFR 275.204, file a 
protest with the commission on or 
before September 10,1979. 

Please reference the FERC control 
number in all correspondence related to 
these determinations. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc. 78-28457 Filed 8-23-78: B:45 ami 

BILLING CODE 6450-01-M 


l Docket No. ID-17291 

Elwin W. Thurlow; Application 

August 16.1979. 

Take notice that on august 9,1979, 
Elwin W. Thurlow, (Applicant) filed an 
application pursuant to Section 305 (b) 
of the Federal Power Act to hold the 
following positions: 


Position Name ol corporation Oassrficabon 


President - Maine Yankee Public utility 

Atomic Power Co. 

President ___ Maine Electric Power Public utility 

Co,. 

Director --- Maine Electric Power Public ut*ty 

Co,. 


Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, NE., Washington, 
D.C., 20426, in accordance with 1.8 and 
1.10 of the Commission’s Rules of 
Practice and Procedure (18 CFR 1.8 and 
1.10). All such petitions or protests 
should be filed on or before September 
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6,1979. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a petition to 
intervene. Copies of this filing are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretory. 

|FR Doc. 79-26468 Filed 8-23-79; 8:45 am] 

BILLING CODE 8450-01-M 


tDocket No. GP79-44] 

Equitable Gas Co^ Protest To Charge 
and Collect NGPA Prices 

August 20.1979. 

Take note that on May 1,1979, the 
Equitable Gas Company (Equitable) 
filed pursuant to § 154.94(h)(8) of the 
Commission’s regulations (18 CFR 
154.94(h)(8)) in Docket No. GP79-44 a 
petition protesting the right of the Cities 
Service Company (Cities) and the 
Pennzoil Company (Pennzoil) to charge 
Equitable the maximum lawful prices 
established by the Natural Gas Policy 
Act of 1978 (NGPA). Equitable is located 
at 420 Boulevard of the Allies, 

Pittsburgh, Pennsylvania 15219. 

As stated in the petition, both Cities 
and Pennzoil sell natural gas to 
Equitable and seek a determination that 
certain gas sold to Equitable qualifies 
for the maximum lawful price under 
section 103 or 108 of the NGPA. The 
petition alleges that Cities and Pennzoil 
have filed for interim collection 
authority with respect to this gas. 

According to Equitable, both Cities 
and Pennzoil assert the right to charge 
and collect the section 103 and 108 
prices pursuant to their contracts with 
Equitable. However, Equitable in its 
petitions alleges that its contract with 
Cities is a fixed price contract and 
contains no indefinite price escalation 
clause, and that its contract with 
Pennzoil, though containing an 
escalation clause, provides only for 
price escalations tied to cost-based 
rates. Thus, Equitable in its petition 
contests, on the grounds of lack of 
contractual authority, the right of both of 
these producers to collect the NGPA 
ceiling rates. 

The actual language of the contracts 
at issue herein is contained in 
Equitable’s protest, a copy of which is 
contained in the Commission’s public 
files and available for inspection by any 
member of the public. 

Any person desiring to be heard or to 
make any protest concerning Equitable’s 
protest filed in this docket should on or 


before September 12,1979, file with the 
Federal Energy Regulatory Commission, 
Washington, D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10). All 
protests filed with the Commission will 
be considered by it in determining the 
appropriate action to be taken herein, 
but will not serve to make the 
protestants parties to this proceeding. 
Any party wishing to become a party to 
this proceeding, or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission’s Rules. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc. 79-28447 Filed 8-23-79; 8:45 am] 

BILLING CODE 8450-01-M 


(Docket No. GP79-431 

Florida Gas Transmission Co.; Petition 
for Declaratory Order 

August 10,1979. 

Take notice that on July 3,1979, 
Florida Gas Transmission Company 
(FGT), P.O. Box 44, Winter Park, Florida 
32790, filed a petition for a declaratory 
order pursuant to § 1.7(c) of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.7(c)) in Docket No. 
GP79-43. Petitioner requests that the 
Commission determine the appropriate 
treatment to be accorded severance 
taxes paid under an intrastate rollover 
contract pursuant to § 106(b) and 110 of 
the Natural Gas Policy Act of 1978 
(NGPA) and § 271.601, et seq . of the 
Commission’s interim regulations 
thereunder (18 CFR 271.601, et seq.). 

By separate gas purchase contracts 
dated January 15,1957, Sun Oil 
Cojnpany (Sun) agreed to sell natural 
gas to Florida Power Corporation (FPC) 
and Florida Power & Light (FP&L). The 
gas purchase contracts expired by their 
own terms in June 1979. and were not 
extended by the parties thereto. Upon 
their termination, FGT entered into gas 
purchase contracts for the gas that Sun 
had previously sold to FPC and FP&L. 

FGT states that under the terms of the 
January 15,1957 contracts, Sun was 
responsible for the payment of all taxes 
imposed upon the gas sold to FPC and 
FP&L. The June 1979 Sun-FGT purchase 
contracts, however, provide that FGT is 
to reimburse Sun for all taxes imposed 
on the gas. 

The foregoing raises the question as to 
whether a seller under an intrastate 
rollover contract subject to 8 106(b) of 
the NGPA may, without exceeding the 
maximum lawful price established by 


that section, collect State severance 
taxes from the buyer when the expired 
contract required the seller to bear such 
taxes. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, N.E., Washington. 
D.C. 20426, in accordance with § 1.8 and 
1.10 of the Commission’s Rules of 
Practice and Procedure (18 CFR 1.8, 

1.10). All such petitions or protests 
should be filed on or before September 
6.1979. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a petition to 
intervene; provided, however, that any 
person who has previously filed a 
petition to intervene in this proceeding 
is not required to file a further notice. 
Copies of this filing are on file with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc. 79-26489 Filed 8-23-79; 8:45 am] 

BILLING CODE 8450-01-M 


[Docket No. GP79-61, formerly RI79-38] 

George A. Angle, d.b.a. Frontier Oil 
Co.; Application for Increase in 
Maximum Lawful Price Under NGPA To 
Recover Production-Related Costs 

August 16.1979. 

Take notice that on DecembeMl, 

1978, George A. Angle, d/b/a Frontier 
Oil Company, 1720 Kansas State Bank 
Building, Wichita, Kansas 67202. a small 
producer, filed in the captioned docket 
an application for a determination under 
Section 271.1105 of the FERC regulations 
that the maximum lawful price 
applicable to a first sale of natural gas 
should not be considered to be exceeded 
as a result of the addition thereto of 
production-related costs in the amount 
of 22 cents per Mcf. The gas involved is 
to be sold to Kansas Nebraska Natural 
Gas Company pursuant to a contract of 
November 20,1978. Applicant states that 
such gas was not subject to any contract 
on November 8,1978, (day before 
enactment of the NGPA) and that the 
wells at that time were shut in. It further 
states that it is to gather the gas from its 
low volume, low pressure gas wells 
scattered over some 26,000 acres to a 
central point and there compress the 
low pressure gas to a pressure suitable 
to Kansas Nebraska’s requirements; and 
that Kansas Nebraska has agreed to pay 
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a fee for such gathering and 
compression. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission. 825 
North Capitol Street. N.E.. Washington. 
D.C. 20426. in accordance with §5 18 or 
1.10 of the Commision's Rules of 
Practice and Procedure (18 CFR 1.8. 

1.10). All such petitions or protests 
should be filed on or before September 
6.1979. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a petition to 
intervene. Copies of this filing are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

|KR Doc 79-20470 Filed 0-23-79; 8:45 *mj 

BILLING CODE 50-01-41 


Kansas Corp.; Determinations by 
Jurisdictional Agencies Under the 
Natural Gas Policy Act of 1978 

August 17,1979. 

The Federal Energy Regulatory 
Commission received notices from the 
jurisdictional agencies listed below of 
determinations pursuant to 18 CFR 
274.104 and applicable to the indicated 
wells pursuant to the Natural Gas Policy 
Act of 1978. 

KansarCorporation Commission 
1. Control Number (F.E.R.C./State) 

Z API Well Number 

3. Section of NGPA 

4. Operator 
& Well Name 

6. Field or OCS Area Name 

7. County. State or Block No. j 

0. Estimated Annual Volume 

a Date Received at FERC 
10 . Purchasers) 

1. 79-14942/ K-78-0345 
2.15-119-20279-0000-2 

3. 103 

4. Mesa Petroleum Co 

5. Adams #3-35 

6. Cimarron Bend (Morrow) 

7. Meade. KS 

8. 44.0 million cubic feet 

9. July 31.1979 

10. Kansas Power and Light Company 

1. 79-14943/K-78-0340 

2. 15-119-20278 
3.103 

4. Mesa Petroleum Co 

5. Adams #4-2 

6. Adams Ranch (Chester) 

7. Meade. KS 

8. 7.0 million cubic feet 

9. July 31.1979 

la Kansas Power and Light Company 
1. 79-14944/K-78-0347 


2.15- 119-20277-0000-2 

3.103 

4. Mesa Petroleum Co 

5. Adams #1-27 

6. Cimarron Bend (Morrow) 

7. Meade KS 

8. 43.0 million cubic feet 

9. July 31.1979 

10. Kansas Power and Light Company 

1. 79-14945/K-78-0348 

2.15- 119-20277-0000-1 

3.103 

4. Mesa Petroleum Co 

5. Adams #1-27 

6. Cimarron Bend (Chester) 

7. Meade, KS 

8. 8.0 million cubic feet 

9. July 31.1979 

10. Kansas Power and Light Company 

1. 79-14946/ K-78-0349 

Z 15-119-20279-0000-3 

3.103 

4. Mesa Petroleum Co 

5. Adams #3-35 

6. Cimarron Bend (Toronto) 

7. Meade. KS 

8. 25 million cubic feet 

9. July 31.1979 

10. Kansas Power and Light Company 
1. 79-14947/K-78-0350 

2.15- 119-202319 

3.103 

4. Mesa Petroleum Co 

5. Merkle #2r-7 

6. Cimarron Bend (Chester) 

7. Meade. KS 

8.11.0 million cubic feet 

9. July 31.1979 

10. Kansas Power and Light Company 
1. 79-14948/K-78-0351 

2.15- 025-20219 

3.102 

4. Mesa Petroleum Co 

5. Seacat #2-19 

6. Lexington (St. Louis) 

7. Clark. KS 

8. 538.0 million cubic feet 

9. July 31.1979 

10. Kansas Power and Light Company 
1. 79-14949/K-78-0360 

2.15- 125-0000 
3.108 

4. Benson Mineral Group Inc 

5. Hemphill #1 

6. Jefferson-Sycamore 

7. Montgomery. KS 

8. 2.1 million cubic feet 

9. July 31.1979 

10. Union Gas Systems Inc 

1. 79-149450/K-78-033B 

2. 15-119-20288 

3.103 

4. Mesa Petroleum Co 

5. Pinnick Petroleum 1-24 

6. Cimarron Bend Chester 

7. Meade. KS 

8. 9.0 million cubic feet 

9. July 31.1979 

10. Kansas Power and Light Company 
1. 79-149451/K-78-0338 

2.15- 119-20322 

3. 103 

4. Mesa Petroleum Co 

5. Adams #3-33 

6. Cimarron Bend (Chester) 


7. Meade. KS 

8. 365.0 million cubic feet 

9. July 31.1979 

10. Kansas Power and Light Company 
1. 79-149452/K-78-0339 

2.15-119-20260-0000-1 

3.103 

4. Mesa Petroleum Co 

5. Adams #2-34 

6. Cimarron Bend (Chester) 

7. Meade. KS 

8. 384.0 million cubic feet 

9. July 31,1979 

10. Kansas Power and Light Company 

1. 79-14953/K-78-0340 

2. 15-119-20260-0000-2 

3.103 

4. Mesa Petroleum Co 

5. Adams #2-34 

6. Cimarron Bend (Morrow) 

7. Meade, KS 

8.16.0 million cubic feet 

9. July 31.1979 

10. Kansas Power and Light Company 
1. 79-14954 / K-78-0341 

2.15- 119-20280-0000-1 

3.103 

4. Mesa Petroleum Co 

5. Barragree #2-17 

6. Cimarron Bend (St. Louis) 

7. Meade. KS 

8. 26.0 million cubic feet 

9. July 31.1979 

10. Kansas Power and Light Company 
1. 79-14955/K-7&-0342 

2.15- 119-20280-0000(^2 

3.103 

4. Mesa Petroleum Co 

5. Baragree #2-17 

6. Cimarron Bend (Chester) 

7. Meade. KS 

8. 33.0 million cubic feet 

9. July 31.1979 

10. Kansas Power and Light Company 

1. 79-14956/K-78-0343 

2. 15-119-20280-0000-3 

3.103 

4. Mesa Petroleum Co 

5. Barragree #2-17 

6. Cimarron Bend (Morrow) 

7. Meade. KS 

a 82.0 million cubic feet 

9. July 31.1979 

10. Kansas Power and Light Company 
1. 79-14957/ K-78-0344 

2.15- 119-20279-0000-1 

3.103 

4. Mesa Petroleum Co 

5. Adams #3-35 

6. Cimarron Bend (Chester) 

7. Meade. KS 

8. 59.0 million cubic feet 

9. July 31.1979 

10. Kansas Power and Light Company 

1. Control Number (F.E.R.C./State) 

2. API Well Number 

3. Section of NGPA 

4. Operator 

5. Well Name 

6. Field or OCS Area Name 

7. County, State or Block No. 

8. Estimated Annual Volume 

9. Date Received at FERC 

10. Purchaser(s) 
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1. 79-14934 

2. 30-045-21320 

3.108 

4. El Paso Natural Gas Company 

5. Allison Unit #40 

6. Basin-Dakota Gas 

7. San Juan. NM 

8.16.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Co. 

1. 79-14935 

2. 30-045-07480 

3.108 

4. Supron Energy Corporation 

5. Sanchez A-l 

6. Aztec Pictured Cliffs 

7. San Juan County, NM 
8.16.3 million cubic feet 

9. July 31.1979 

10. Southern Union Gathering Company 

1. 79-14936 

2. 30-045-05814 

3.108 

4. Supron Energy Corp 

5. Ruthven #1 

6. Ballard Pictured Cliffs 

7. San Juan County NM 

8. .0 million cubic feet 

9. July 31.1979 

10. Gas Company of New Mexico 

1. 79-14937 

2. 30-045-10189 

3. 108 

4. Supron Energy Corporation 

5. Rawson #1 

6. Basin Dakota 

7. San Juan County. NM 

8. .0 million cubic feet 

9. July 31.1979 

10. Gas Company of New Mexico 

1. 79-14938 

2. 30-045-06941 

3.108 

4. Locke-Taylor Drilling Co. 

5. Foutz No. 1 

6. West Kutz Pictured Cliffs 

7. San Juan. NM 

8.11.5 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co. 

1. 79-14939 

2. 30-045-06004 

3.108 

4. El Paso Natural Gas Company 

5. Huerfanito Unit #17 

6. Ballard-Pictured Cliffs Gas 

7. San Juan. NM 

8.11.0 million cubic feet 

9. July 31. 1979 

10. El Paso Natural Gas Company 

1. 79-14940 

2. 30-039-06813 

3. 108 

4. El Paso Natural Gas Company 

5. San Juan 27-5 Unit #18 

6. Tapacito-Pictured Cliffs Gas 

7. Rio Arriba. NM 

8.14.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company Northwest 
Pipeline Corporation 

1. 79-14941 

2. 30-039-20892 

3.108 

4. El Paso Natural Gas Company 


5. San Juan 28-6 Unit #189 

6. Blanco South-Pictured Cliffs Gas 

7. Rio Arriba, NM 

8.12.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-15270 

2. 30-045-67491 

3.108 

4. Supron Energy Corporation 

5. Sanchez A-2 

6. Aztec Pictured Cliffs 

7. San Juan, NM 

8.14.9 million cubic feet 

9. July 31.1979 

10. Southern Union Gathering Company 

1. Control Number (F.E.R.C./State) 

2. API Well Number 

3. Section of NGPA 

4. Operator 

5. Well Name 

6. Field or OCS Area Name 

7. County. State or Block No. 

8. Estimated Annual Volume 

9. Date Received at FERC 

10. Purachser(s) 

1. 79-14958/04004 

2. 34-083-22359-0014 

3. 108 

4. Reliance Management Co 

5. Edgar Dudgeon #1 

6 . 

7. Knox, OH 

8. 5.0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission Corp 

1. 79-14959/04004 

2. 34-075-21700-0014 

3.108 

4. Buckeye Oil Producing Co 

5. Hershberger #1 

6 . 

7. Holmes, OH 

8. 21.0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission Corp. 

1. 79-14960/03990 

2. 34-099-20149-0014 

3. 108 

4. Buckeye Oil Producing Co. 

5. Schoeni #1 

6 . 

7. Mahoning. OH 

8. 9.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-14961/03981 

2. 34-133-20078-0014 

3. 108 

4. Buckeye Oil Producing Co 

5. Buchs #1 

6 . 

7. Portage, OH 

8.19.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-14962/05754 

2. 34-083-22618-0014 

3. 103 

4. Derrick Petroleum Company 

5. Heald Bros. #1 

6 . 

7. Knox, OH 

8.15.0 million cubic feet 

9. August 1.1979 


10. Columbia Gas Transmission Corp. 

1. 79-14963/05755 

2. 34-031-23437-0014 

3.103 

4. Edco Drilling & Producing Inc. 

5. MO-lD Miller 

6. 

7. Coshocton, OH 
8.18.0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14964/05758 

2. 34-031-23427-0014 

3.103 

4. Edco Drilling & Producing Inc. 

5. MO-1A McDonald 

6 . 

7. Coshocton, OH 
8.18.0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14965/05757 

2. 34-099-21157-0014 

3.103 

4. K S T Oil & Gas Co., Inc. 

5. Mahoning County J V S #2 

6. 

7. Mahoning. OH 

8. 36.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Co. 

1. 79-14966/05758 

2. 34-099-21158-0014 

3.103 

4. K S T Oil & Gas Co., Inc. 

5. Mahoning County J V S #1 

6 . 

7. Mahoning, OH 

8. 36.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Co. 

1. 79-14967/05759 

2. 34-119-24266-0014 

3.103 

4. Williston Oil & Development Corp. 

5. Frame Sutton #18 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-14968/05760 

2. 34-119-24263-0014 

3.103 

4. Williston Oil & Development Corp. 

5. Frame Sutton #19 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14969/05761 

2. 34-119-24223-0014 

3.103 

4. Williston Oil & Development Corp. 

5. Williston Oil #2 

6 . 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14970/05762 

2. 34-119-24632-0014 

3. 103 
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4. Williston Oil & Development Corp. 

5. Bamhouse #2 

6. 

7. Muskingum. OH 

8. .0 million cubic feet 

9. August 1* 1979 

10 . 

1. 79-14971/05763 

2. 34-119-24312-0014 

3. 103 

4. Williston Oil & Development Corp. 

5. Frame Sutton #17 

6 . 

7. Muskingum. OH 
8.14.0 million cubic feet 

9. August 1,1979 

10 . 

1. 79-14972/05764 

2. 34-119-24464-0014 

3.103 

4. Williston Oil & Development Corp. 

5. R Mitchell #2 

6 . 

7. Muskingum. OH 

8. .0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14973/05765 

2. 34-119-24633-0014 

3.103 

4. Williston Oil & Development Corp. 

5. Betz #5 

6 . 

7. Muskingum, OH 

8. .0 million cubic feet 

9. August 1,1979 

10 . 

1. 79-14974/05766 

2. 34-119-24645-0014 

3.103 

4. Williston Oil & Development Corp. 

5. Betz -4 

6 . 

7. Muskingum. OH 

8. .0 million cubic feet 

9. August 1,1979 

10 . 

1. 79-14975/05707 

2. 34-119-24637-0014 

3. 103 

4. Williston Oil & Development Corp. 

5. Betz #3 

6 . 

7. Muskingum, OH 

8. .0 million cubic feet 

9. August 1,1979 

10 . 

1. 79-14970/05768 

2. 34-119-24698-0014 

3. 103 

4. Williston Oil & Development Corp. 

5. Betz #7 

0 . 

7. Muskingum. OH 

8. .0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14977/05770 

2. 34-119-24438-0014 

3.103 

4. Williston Oil & Development Corp 

5. W'illiston Oil No. 1 

7. Muskingum, OH 

8.14.6 million cubic feet 
9. August 1.1979 


10 . 

1. 79-14978/05771 

2. 34-119-24325-0014 

3.103 

4. Williston Oil & Development Corp 

5. Frame—Sutton No. 9 

6 . 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-14979/05772 

2. 34-119-24236-0014 

3.103 

4. Williston Oil & Development Corp 

5. Frame—Sutton No. 10 

6 . 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-14980/05773 

2. 34-119-24228-0014 

3.103 

4. Williston Oil & Development Corp 

5. Frame—Sutton No. 11 

0 . 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-14981/05774 

2. 34-119-24238-0014 

3.103 

4. Williston Oil & Development Corp 

5. Frame—Sutton No. 12 

6 . 

7. Muskingum. OH 
a 14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-14982/05775 

2. 34-119-24629-0014 

3.103 

4. Williston Oil & Development Corp 

5. Bamhouse No. 1 

6 . 

7. Muskingum. OH 
a .0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14983/05776 

2. 34-119-24497-0014 

3.103 

4. Williston Oil & Development Corp 

5. A Parker No. 1 

6 . 

7. Muskingum. OH 
8.14.0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14984/05777 

2. 34-119-24490-0014 

3.103 

4. Williston Oil & Development Corp 

5. A Parker No. 2 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14985/05778 

2. 34-119-24486-0014 

3. 103 


4. Williston Oil & Development Corp 

5. A Parker No. 3 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14986/05779 

2. 34-119-24496-0014 

3. 103 

4. Williston Oil & Development Corp 

5. A Parker No. 4 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14987/05780 

2. 34-119-24550-0014 

3.103 

4. Williston Oil & Development Corp 

5. A Parker No. 5A 

a 

7. Muskingum, OH 

8. .0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14988/05781 

2. 34—119-24520-0014 

3.103 

4. Williston Oil & Development Corp 

5. A Parker No. 7 

6 . 

7. Muskingum. OH 

8. .0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14989/05782 

2. 34-119-24521-0014 

3.103 

4. Williston Oil & Development Corp 

5. A Parker No. 8 

6. 

7. Muskingum. OH 

8. .0 million cubic feet 

9. August 1,1979 

10 . 

1. 79-14990/05783 

2. 34-119-24506-0014 

3. 103 

4. Williston Oil & Development Corp 

5. A Parker No. 68 

6 . 

7. Muskingum. OH 

8. .0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14991/05784 

2. 34-119-24708-0014 

3.103 

4. Williston Oil & Development Corp 

5. Drake No. 1 

a 

7. Muskingum. OH 
8.14.8 million cubic feet 

9. August 1,1979 

10 . 

1. 79-14992/05785 

2. 34-119-24706-0014 

3.103 

4. Williston Oil 8 Development Corp 

5. Drake No. 2 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 
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9. August 1,1979 

10 . 

1. 79-14993/05706 

2. 34-119-24264-0014 

3.103 

4. Williston Oil & Development Corp 

5. Walter Sutton No. 2 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-14994/05787 

2. 34-119-24465-0014 

3.103 

4. Williston Oil & Development Corp 

5. R Mitchell No. 3 

8. 

7. Muskingum. OH 

8. .0 million cubic feet 

9. August 1,1979 

10 . 

1. 79-14995/05788 

2.34- 119-24237-0014 

3.103 

4. Williston Oil & Development Corp 

5. Frame—Sutton No. 13 

6. 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-14996/05789 

2. 34-119-24597-0014 

3.103 

4. Williston Oil & Development Corp 

5. Betz No. 1 

6 . 

7. Muskingum. OH 

8. .0 million cubic feet 

9. August 1,1979 

10 . 

1. 79-14997/05790 

2. 34-119-24251-0014 

3.103 

4. Williston Oil & Development Corp 

5. Frame—Sutton No. 14 

6 . 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14998/05791 

2.34- 119-24256-0014 

3.103 

4. Williston Oil & Development Corp 

5. Frame—Sutton No. 15 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-14999/05792 

2. 34-119-24304-0014 

3.103 

4. Williston Oil & Development Corp 

5. Frame—Sutton No. 16 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15000/05793 

2. 34-119-24329-0014 


3.103 

4. Williston Oil & Development Corp 

5. Frame—Sutton No. 7 

6 . 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15001/05794 

2. 34-119-24222-0014 

3.103 

4. Williston Oil & Development Corp 

5. Frame—Sutton No. 8 

6. 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15002/05795 

2. 34-119-24581-0014 

3. 103 

4. Williston Oil & Development Corp 

5. Williston Oil No. 36 

6 . 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15003/05796 

2. 34-119-24582-0014 

3.103 

4. Williston Oil & Development Corp 

5. Williston Oil No. 37 

6. 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15004/05797 

2. 34-119-24583-0014 

3. 103 

4. Williston Oil & Development Corp 

5. Williston Oil No. 38 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15005/05798 

2. 34-119-24516-0014 

3. 103 

4. Williston Oil & Development Corp 

5. Williston Oil No. 41 

6 . 

7. Muskingum r OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15006/05799 

2. 34-119-24431-0014 

3.103 

4. Williston Oil & Development Corp 

5. Williston Oil No. 5 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15007/05752 

2. 34-157-23336-0014 

3. 103 

4. Floyd E Kimble DBA Red Hill Dev 

5. Breyer #3 

6 . 

7. Tuscarawas, OH 


8. 21.0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15008/05753 

2. 34-083-22609-0014 

3. 103 

4. Derrick Petroleum Company 

5. Gail Porterfield #1 

6. 

7. Knox. OH 

8. 30.0 million cubic feet 

9. August 1.1979 

10. Columbia Gas Transmission Corp 

1. 79-15009/05746 

2. 34-007-21112-0014 

3.103 

4. Clarence K Tussel Jr 

5. P Roskos #1 

6 . 

7. Ashtabula, OH 

8. 30.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Co 

1. 79-15010/05745 

2. 34-075-22176-0014 

3.103 

4. Tatco Petroleum Operations Inc 

5. Fink-Smith-Treece Unit #1 

6 . 

7. Holmes, OH 

8. 60.0 million cubic feet 

9. August 1.1979 

10. American Energy Service Inc 

1. 79-15011/05412 

2. 34-167-22684-0014 

3. 108 

4. Phillip H Brown Jr 

5. Heldman #1 

6 . 

7. Washington, OH 

8.1.8 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission Corp 

1. 79-15012/04394 

2. 34-119-24451-0014 

3.103 

4. Williston Oil & Development Corp 

5. Williston Oil #11 

8. 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15013/05838 
Z 34-031-23435-0014 

3.103 

4. Edco Drilling & producting Inc 

5. MO-1A Camert8felder 

6 . 

7. Coshocton, OH 
8.18.0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15014/05837 

2. 34-153-20685-0014 

3. 103 

• 4. K S T Oil & Gas Co Inc 

5, E Weinberger #1 

6 . 

7. Summit, OH 

8. 36.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Co 
1. 79-15015/05836 
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2. 34-099-21158-0014 

3.103 

4. K S T Oil & Co Inc 

5. Mahoning County J V S #3 

6. 

7. Mahoning. OH 

8. 36.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Co 

1. 79-15016/05835 

2. 34-119-24737-0014 

3.103 

4. Williston Oil & Development Corp 
5.1 & V Mclntire *1 
6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15017/05834 

2. 34-119-24729-0014 

3.103 

4. Williston Oil & Development Corp 

5. | & V Mclntire #2 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15018/05833 

2. 34-119-24731-0014 

3.103 

4. Williston Oil 8 Development Corp 
5.1 & V Mclntire #4 
6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15019/05832 

2. 34-119-24696-0014 

3.103 

4. Williston Oil & Development Corp 

5. Mitchell #7 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15020/05831 

2. 34-119-24730-0014 

3.103 

4. Williston Oil & Development Corp 

5. J & V Mclntire #3 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15021/05830 

2. 34-059-22379-0014 

3.103 

4. Enterprise Gas & Oil Inc 

5. Herman Martin #2 

6 . 

7. Guernsey. OH 

8. 36.5 million cubic feet 

9. August 1,1979 

10. East Ohio Co 

1. 79-15022/05829 

2. 34-019-21211-0014 

3.103 

4. Enterprise Gas & Oil Inc 

5. Simpson #1 

6 . 


7. Carroll. OH 

8. 36.5 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Co 

1. 79-15023/05828 

2. 34-119-24345-0014 

3.103 

4. Williston Oil & Development Corp 

5. W Sutton *4 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15024/05827 

2. 34-119-24355-0014 

3.103 

4. Williston Oil & Development Corp 

5. W Sutton #3 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15025/05826 

2. 34-119-24642-0014 

3.103 

4. Williston Oil & Development Corp 

5. Wilson #1 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15026/05825 

2. 34-119-24638-0014 

3.103 

4. Williston Oil & Development Corp 

5. Wilson #2 

6 . 

7. Muskingum, OH 

8. .0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15027/05824 

2. 34-119-24344-0014 

3.103 

4. Williston Oil & Development Corp 

5. W Sutton #2—Lease 2 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1. 1979 

10 . 

1. 79-15028/05823 

2. 34-119-24640-0014 

3.103 

4. Williston Oil & Development Corp 

5. Williston Oil #7 

6. 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15029/05822 

2. 34-119-24683-0014 

3. 103 

4. Williston Oil & Development Corp 

5. White #3 

6 . 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15030/05821 


2. 34-119-24684-0014 

3.103 

4. Williston Oil & Development Corp 

5. White #2 

6. 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15031/05820 

2. 34-119-24685-0014 

3.103 

4. Williston Oil & Development Corp 

5. White #1 

6 . 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15032/05819 

2. 34-119-24707-0014 

3.103 

4. Williston Oil & Development Corp 

5. Drake -3 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15033/05818 

2. 34-119-24595-0014 

3.103 

4. Williston Oil & Development Corp 

5. Wilson #3 

6 . 

7. Muskingum, OH 

8. .0 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15034/05817 

2. 34-119-24473-0014 

3.103 

4. Williston Oil & Development Corp 

5. Williston Oil #15 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-150335/05816 

2. 34-119-24530-0014 

3.103 

4. Williston Oil & Development Corp 

5. Williston Oil #35 

6 . * 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15036/05815 

2. 34-119-2429-0014 

3.103 

4. Williston Oil & Development Corp 

5. Williston Oil #34 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15037/05807 

2. 34-119-24466-0014 

3.103 

4. Wiliision Oil & Development Corp. 

5. Williston Oil #13 
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6. 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15038/05806 

2. 34-119-24489-0014 

3.103 

4. Willision Oil & Development Corp. 

5. Williston Oil #12 

6 . 

7. Muskingum. OH 

8. .0 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15039/05805 

2. 34-119-24189-0014 

3.103 

4. Willision Oil & Development Corp. 

5. Frame-Sutton #0 

6 . 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15040/05804 

2. 34-119-24186-0014 

3.103 

4. Willision Oil A Development Corp. 

5. Frame Sutton #5 

6 . 

7. Muskingum, OH 
8.10.8 million cubic feet 

9. August 1,1979 

10 . 

1.79-15041/05803 
2. 34-119-24733-0014 

3.103 

4. Willision Oil & Development Corp. 

5. Yerian #2 

6 . 

7. Muskingum, OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15042/05802 

2. 34-119-24528-0014 

3.103 

4. Willision Oil & Development Corp. 

5. Williston Oil #33 

6 . 

7. Muskingum. OH 

8.14.6 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15043/05800 

2. 34-119-24453-0014 

3.103 

4. Willision Oil & Development Corp. 

5. Williston Oil #10 

8. 

7. Muskingum, OH 
8.14.0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15044/05708 
2.34-133-21122-0014 

3.103 

4. Jud Noble and Associates Inc 

5. McConnell #4 

6 . 

7. Portage, OH 

8. 30.0 million cubic feet 

9. August 1,1979 

10 . East Ohio Gas Company 


1. 79-15045/05707 

2. 34-133-21123-0014 

3.103 

4. Jud Noble and Associates Inc 

5. McConnell #3 

0 . 

7. Portage, OH 

8. 30.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15046/05706 

2. 34-007-21111-0014 

' 3.103 

4. Clarence K Tussel Jr 

5. H Dalrymple #1 

6 . 

7. Ashtabula.OH 

8. 30.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15047/05705 

2. 34-007-21115-0014 

3.103 

4. Clarence K Tussel Jr 
5.1 Grossman #1 
0 . 

7. Ashtabula. OH 

8. 30.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15048/05704 

2. 34-059-22195-0014 

3.103 

4. Enterprise Gas & Oil Inc 

5. Shriver #2 

6 . 

7. Guernsey. OH 
8.127.7 million cubic feet 

9. August 1,1979 

10. Owens-Illinois Glass Co 

1. 79-15049/05703 

2. 34-059-22209-0014 

3.103 

4. Enterprise Gas & Oil Inc 

5. Mace-Marks #1 

0 . 

7. Guernsey. OH 
a 36.5 million cubic feet 

9. August 1,1979 

10. Owens-Illinois Glass Co 

1. 79-15050/05702 

2. 34-059-22324-0014 

3.103 

4. Enterprise Gas & Oil Inc 

5. H R King #1 

6. 

7. Guernsey. OH 
8.10.9 million cubic feet 

9. August 1.1979 

10. Owens-Illinois Glass Co 

1. 79-15051/05701 

2. 34-059-22230-0014 

3.103 

4. Enterprise Gas & Oil Inc 

5. James #1 

6. 

7. Guernsey, OH 

8. 36.5 million cubic feet 

9. August 1.1979 

10. Columbia Gas Transmission Corp 

1. 79-15052/05700 

2. 34-059-22340-0014 

3.103 

4. Enterprise Gas & Oil Inc 

5. H Martin #1 


6. 

7. Guernsey, OH 

8. 91.2 million cubic feet 

9. August 1.1979 

10. Owens Illinois Glass Co 

1. 79-15053/05699 

2. 34-059-22329-0014 

3.103 

4. Enterprise Gas & Oil Inc 

5. Hall-Bonnell #1 

6 . 

7. Guernsey, OH 

8. 36.5 million cubic feet 

9. August 1.1979 

10. Owens-Illinois Glass Co 

1. 79-15054/05698 

2. 34-121-21930-0014 

3.103 

4. Enterprise Gas & Oil Inc 

5. C Cooper #1 

6 . 

7. Noble. OH 

8. 45.6 million cubic feet 

9. August 1.1979 

10. Coming Glass Works 

1. 79-15055/05697 

2. 34-121-22071-0014 

3.103 

4. Enterprise Gas & Oil Inc 

5. Bond-Wheeler #1 

6 . 

7. Noble. OH 

8. 41.2 million cubic feet 

9. August 1.1979 

10. Coming Glass Works 

1. 79-15056/05686 

2. 34-155-20517-0014 

3.103 

4. Atlas Energy Group Inc 

5. Callahan Unit No 1—#0537 

6 . 

7. Trumbull, OH 
8.187.0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission Corp 

1. 79-15057/05685 

2. 34-155-20510-0014 

3. 103 

4. Atlas Energy Group Inc 

5. Gleason No 1—#0536 

6 . 

7. Trumbull, OH 

8. 52.0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission Corp 

1. 79-15058/05684 

2. 34-155-20490-0014 

3.103 

4. Atlas Energy Group Inc 

5. Kane No 1—#0534 

6 . 

7. Trumbull. OH 

8. 35.0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission Corp 

1. 79-15059/04445 

2. 34-099-20927-0014 

3. 108 

4. Pominex Inc 

5. #1 Kentzel Sowers Unit 

6 . 

7. Mahoning, OH 
8.15.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 
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1. 79-15060/04446 

2. 34-099-20911-0014 

3.108 

4. Pominex Inc 

5. #1 Harry Rhodes 

6 . 

7. Mahoning. OH 
8.12.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 
1.79-15061/04448 

2. 34-099-20879-0014 

3.108 

4. Pominex Inc 

5. #1 KentzelBowman Uifft 

6 . 

7. Mahoning, OH 
8.12.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15062/04450 

2. 34-099-20591-0014 

3.108 

4. Pominex Inc 

5. #1 Cullar 

6 . 

7. Mahoning, OH 
8.14.0 million cubic feet 

9. August 1. 1979 

10. East Ohio Gas Company 

1. 79-15063/04451 

2. 34-099-20572-0014 

3.108 

4. Pominex Inc 

5. #1 Velma Perkins 

6 . 

7. Mahoning, OH 
8.13.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15064/04452 

2. 34-099-20548-0014 

3.108 

4. Pominex Inc 

5. #1 Wagenhauser 

6 . 

7. Mahoning, OH 
8.10.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15065/04453 

2. 34-099-20592 

3.108 

4. Pominex Inc 

5. #1 Daryl Scattergood 

6 . 

7. Mahoning. OH 
8.13.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15066/04454 

2. 34-099-20558-0014 

3. 108 

4. Pominex Inc 

5. #1 William Calvin 

6 . 

7. Mahoning, OH 
8.14.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15067/04455 

2. 34-099-20590 

3. 108 

4. Pominex Inc. 

5. #1 Otto Luplow 


6 . 

7. Mahoning OH 
8.10.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15068/04457 

2. 34-099-20574-0014- 

3.108 

4. Pominex Inc. 

5. #1 Wiltcrest Farms 

6 . 

7. Mahoning OH 

8. 20.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15069/04458 

2. 34-099-20573-0014- 

3.108 

4. Pominex Inc. 

5. #1 S & R Antonoff 

6 . 

7. Mahoning OH 
8.13.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15070/04459 

2. 34-099-20528-0014- 

3.108 

4. Pominex Inc. 

5. #1 Bowman-Stepuk Unit 

6 . 

7. Mahoning OH 
8.160.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15071/04534 

2. 34-099-20589-0014- 

3.108 

4. Pominex Inc. 

5. #1 Harvey Lodwick Unit 

6 . 

7. Mahoning OH 
8.14.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15072/04535 

2. 34-099-20593-0014 

3.108 

4. Pominex Inc. 

5. #1 Calvin Unit 

6 . 

7. Mahoning OH 
8.15.0 million cubic feet 

9. August 1. 1979 

10. East Ohio Gas Company 


1.79-15071 tivw 
2.34-099 *1014- 

3. 108 

4. Pomin 

5. #1 M< »crest Unit 

6 . 


7. Mahoi 

8.12.0 m feet 

9. Augus 

10. East C Company 

1. 79-1507* 

2. 34—099—2tK» i o-OOl 4— 

3.108 

4. Pominex Inc. 

5. #1 Coler Et A1 Unit 


6 . 

7. Mahoning OH 

8. 20.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 


1. 79-15075/ 1»4 543 

2. 34-099-20625-0014— 

3.108 

4. Pominex Inc 

5. #1 Floyd Calvin 

6 . 

7. Mahoning OH 
8.19.0 million cubic feet 

9. August 1. 1979 

10. East Ohio Gas Company 

1. 79-15076/04545 

2. 34-099-20854-0014- 
3.108 

4. Pominex Inc. 

5. #1 Hugh Knauf Unit 

6 . 

7. Mahoning OH 
8.10.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 
1*. 79-15077/05726 

2. 34-005-23215-0014- 
3.103 

4. Ohio Natural Fuel Co 

5. Kaufman =1 

6 . 

7. Ashland OH 

8. 36.0 million cubic feet 

9. August 1. 

510. Columbia Gas Transmission Corp 

1. 79-15078/05725 

2. 34-155-21034-0014- 
3.103 

4. Dart Oil Company 

5. Bottger No. 1 

6 . 

7. Trumbull OH 

8. 35.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15079/05724 

2. 34-121-21970-0014- 
3.103 

4. Green Gas Company 

5. IVA Courtney #1 

6 . 

7. Noble OH 

8. 28.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15080/05723 

2. 34-111-21776-0014- 

3. 103 

4. Little Rock Oil Company 

5. Donald Howell «2 

6. 

7. Monroe Ot I 

8. 70.0 millior .ubic feet 

9. August 1 'u 

10. Columbia » is Transmission Corp 

1. 79-15081/' . *22 

2. 34-085-202>o-0014- 

3. 103 

4. Drillex Inc 

5. E H Tre9ger Inc #2 

6. Painesville 

7. Lake OH 

8. 30.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15082/05721 

2. 34-009-21912-0014- 

3. 103 

4. Reliance Management Co. 

5. Sunday Creek Coal #47R 
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6 . 

7. Athens OH 

8.15.0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission Corp 

1. 79-15083/05720 

2. 34-019-21269-0014- 

3. 103 

4. Stocker & Sitler Inc. 

5. No. 4 Shirley Et AI Unit 

6 . 

7. Carroll OH 

8. 46.0 million cubic feet 

9. August 1,1979 

10. Morges Inc 

1. 79-15084/05719 

2. 34-155-20686-0014- 

3.103 

4. Atlas Energy Group Inc 

5. Tobin No. l-i0541 

6 . 

7. Trumbull OH 

8. .0 million cubic feet 

9. August 1.1979 

10. Columbia Gas Transmission Corp 

1. 79-15085/05718 

2. 34-155-20415-0014- 

3.103 

4. Atlas Energy Group Inc 

5. Furry-Manning Unit No. l-t0529 

6 . 

7. Trumbull OH 

8. .0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission Corp. 

1. 79-15086/05717 

2. 34-155-21049-0014- 

3.103 

4. Atlas Energy Group Inc 

5. Gleason No. 2-40565 

6 . 

7. Trumbull OH 

8. .0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission 

1. 79-15087/05716 

2. 34-155-20501-0014- 

3.103 

4. Atlas Energy Group Inc. 

5. Winch-King Unit No. 1-40532 

6 . 

7. Trumbull OH 

8. 34.0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission Corp. 

1. 79-15088/05715 

2. 34-155-20418-0014- 

3.103 

4. Atlas Energy Group Inc. 

5. Howland Board of Ed No. l-t0530 

6 . 

7. Trumbull OH 

8. .0 million cubic feet 

9. August 1.1979 

10. Columbia Gas Transmission Corp. 

1. 79-15089/05714 

2. 34-155-20685-0014- 

3.103 

4. Atlas Energy Group Inc 

5. Hurl No. 1-10542 

6 . 

7. Trumbull OH 

8. .0 million cubic feet 

9. August 1.1979 

10. Columbia Gas Transmission Corp. 


1. 79-15090/05713 

2. 34-133-21901-0014- 

3.103 

4. JUD Noble and Associates Inc. 

5. H & G Davis #1 

6 . 

7. Portage OH 

8. 20.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15091/04378 

2. 34-029-20722-0014- 

3.108 

• 4. Pominex Inc. 

5. #2 Eliyson Unit 

6 . 

7. Columbiana OH 

8. 6.0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission Corp. 

1. 79-15092/04380 

2. 34-029-20724-0014- 

3.108 

4. Pominex Inc. 

5. #1 Delmer Little Unit 

6 . 

7. Columbiana OH 

8. 8.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15093/04383 

2. 34-029-20733-0014- 

3.108 

4. Pominex Inc. 

5. #1 EVA Inc 

6 . 

7. Columbiana OH 
8.11.0 million cubic feet 

9. August 1,1979 

10. Columbia Gas of Ohio 

1. 79-15094/04384 

2. 34-029-20717/0014- 

3.108 

4. Pominex Inc. 

5. #1 Eliyson Unit 

6 . 

7. Columbiana OH 
8.18.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15095/04386 

2. 34-029-20719-00140 

3.108 

4. Pominex Inc. 

5. *1 Richard Hill 

6 . 

7. Columbiana OH 
8.14.0 million cubic feet 

9. August 1.1979 

10. Columbia Gas of Ohio 

1. 79-15096/04387 

2. 34-169-21888-0014- 

3.108 

4. Pominex Inc. 

5. #1 Dorothy Croskey 

6 . 

7. Wayne OH 

8.1.0 million cubic feet 

9. August 1.1979 

10. Spartek Inc. 

1. 79-15097/0488 

2. 34-169-21808-0014 

3. 108 

4. Pominex Inc. 

5. No. 1 Albert Stutzman 


8 . 

7. Wayne, OH 

8. 8.0 million cubic feet 

9. August 1,1979 

10. Spartek Inc. 

1. 79-15098/04389 

2. 34-169-21946-0014 

3. 108 

4. Pominex Inc. 

5. No. 1 Joseph Flinner 

6 . 

7. Wayne, OH 

8. 4.0 million cubic feet 

9. August 1.1979 

10. Spartek Inc. 

1. 79-15099/04392 

2. 34-099-20736-0014 

3. 108 

4. Pominex Inc. 

5. No. 1 Lindquist et al unit 

6 . 

7. Mahoning. OH 

8. 8.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15100/04427 

2. 34-099-20637-0014 

3. 108 

4. Pominex Inc. 

5. No. 1 H. J. Sauerwein 

6 . 

7. Mahoning, OH 

8. 10.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15101/04428 

2. 34-099-20767-0014 

3. 108 

4. Pominex Inc. 

5. No. 1 Hugh Knauf 

8. 

7. Mahoning. OH 

8. 6.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15102/04429 

2. 34-099-20676-0014 

3. 108 

4. Pominex Inc. 

5. No. 1 Charles Steams 

6 . 

7. Mahoning, OH 

8. 9.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15103/04430 

2. 34-099-20628-0014 

3. 108 

4. Pominex Inc. 

5. No. 1 Plummer et al unit 

6. 

7. Mahoning, OH 

8. 14.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15104/04431 

2. 34-099-20694-0014 

3. 108 

4. Pominex Inc. 

5. No. 1 Clyde Sigle 

8 . 

7. Mahoning, OH 

8. 7.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 
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1. 79-15105/04432 

2. 34-099-20647-0014 

3. 108 

4. Pominex Inc. 

5. No. 1 A. L. Beardsley 

6 . 

7. Mahoning. OH 

8. 9.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15106/04434 

2. 34-099-20913-0014 

3. 108 

4. Pominex Inc. 

5. No. 1 Paul Less 

6. 

7. Mahoning. OH 

8. 13.0 million cubic feet 

9. August l, 1979 

10. East Ohio Gas Company 

1. 79-15107/04438 

2. 34-099-20893-0014 

3. 108 

4. Pominex Inc. 

5. No. 1 Schneck-Meilinger Unit 

6 . 

7. Mahoning. OH 

8. 11.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15108/04437 

2. 34-099-20855-0014 

3. 108 

4. Pominex Inc. 

5. No. 2 Luplow Unit 

6 . 

7. Mahoning. OH 

8. 10.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15109/04438 

2. 34-099-20740-0014 

3. 108 

4. Pominex Inc. 

5. No. 1 Everson Mackey Unit 

6. 

7. Mahoning. OH 

8. 8.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15110/04440 

2. 34-099-27380-0014 

3. 108 

4. Pominex Inc. 

5. No. 2 Sauerwein 

6 . 

7. Mahoning, OH 

8. 15.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15111/04441 

2. 34-099-20729*0014 

3. 108 

4. Pominex Inc. 

5. No. 1 D. Roller 

6 . 

7. Mahoning, OH 

8. 13.0 million cubic feet 

9. August 1.1979 

*10.- East Ohio Gas Company 

1. 79-15112/04442 

2. 34-099-20638-0014 

3. 108 

4. Pominex Inc. 

5. No. 1 M. E. Detwiler 


6 . 

7. Mahoning. OH 

8. 6.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15113/04443 

2. 34-099-20737-0014 

3. 108 

4. Pominex Inc. 

5. No. 1 Petrilla et al Unit 

6. 

7. Mahoning. OH 

8. 10.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15114/04444 

2. 34-099-20818-0014 

3. 108 

4. Pominex Inc. 

5. No. 1 Russell Garber 

6 . 

7. Mahoning, OH 

8. 10.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15115/05683 

2. 34-155-21017-0014 

3. 103 

4. Atlas Energy Group Inc. 

5. Losen Unit No. 1—No. 0516 

6 . 

7. Trumbull. OH 

8. 50.0 million cubic feet 

9. August 1.1979 

10. Columbia Gas Transmission Corp. 

1. 79-15116/05682 

2. 34-155-20384-0014 

3. 103 

4. Allas Energy Group Inc. 

5. Manning No. 1—No. 0528 

6 . 

7. Trumbull, OH 

8. 44.0 million cubic feet 

9. August 1.1979 

10. Columbia Gas Transmission Corp 

1. 79-15117/05681 

2. 34-155-21018-0014 

3. 103 

4. Atlas Energy Group, Inc. 

5. Losen Unit No. 2—No. 0524 

6. 

7. Trumbull, OH 

8. 35.0 million cubic feet 

9. August 1.1979 

10. Columbia Gas Transmission Corp. 

1. 79-15118/05680 

2. 34-155-20762-0014 

3. 103 

4. Atlas Energy Group. Inc. 

5. Mosko No. 1—No. 0543 

6. 

7. Trumbull. OH 

8. 50.0 million cubic feet 

9. August 1.1979 

10. Columbia Gas Trahsmission Corp. 

1. 79-15119/05679 

2. 34-155-20509-0014 

3. 103 

4. Atlas Energy Group. Inc. 

5. Tobin Unit No. 1—No. 0535 

a 

7. Trumbull. OH 

8. 33.0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission Corp. 


1. 79-15120/05678 

2. 34-155-21007-0014 

3. 103 

4. Atlas Energy Group. Inc. 

5. Winch No. 1—No. 0556 

6 . 

7. Trumbull. OH 

8. 35.0 million cubic feet 

9. August 1.1979 

10. Columbia Gas Transmission Corp. 

1. 79-15121/05677 

2. 34-155-20304-0014 

3. 103 

4. Atlas Energy Group, Inc. 

5. Williams No. 2—No. 0522 

6 . 

7; Trumbull, OH 

8. 47.0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission Corp. 

1. 79-15122/05675 

2. 34-127-24322-0014 

3. 103 

4. F. E. Thompson Oil Co. Inc. 

5. Patrick L. & Mary Green No. 1 

6. Somerset-East 

7. Perry. OH 

8. 5.0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission Corp. 

1. 79-15123/05674 

2. 34-127-24286-0014 

3. 103 

4. Francis A. Metzger 

5. Carl Muhler No. 1 

6. Jackson TWP NE Vi Sec. 20 

7. Perry. OH 

8. 12.0 million cubic feet 

9. August 1.1979 

10. National Oil & Gas 

1. 79-15124/05673 

2. 34-133-21379-0014 

3. 103 

4. Orion Energy Corp. 

5. Green No. 2 

6 . 

7. Portage, OH 

8. 15.0 million cubic feet 

9. August 1. 1979 

10 . 

1. 79-15125/05672 

2. 34-119-24450-0014 

3. 103 

4. Benatty Corporation 

5. Kilpatrick No. 2 

6 . 

7. Muskingum. OH 

8. 25.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15126/05671 

2. 34-119-24447-0014 

3. 103 

4. Benatty Corporation 

5. Winland No. 1 

6 . 

7. Muskingum. OH 

8. 25.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15127/05670 

2. 34-035-20928-0014 
3.103 

4. Green Gas Co 

5. Six Hundred Superior Corp #1 
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6 . 

7. Cuyahoga. OH 
0.1.5 million cubic feet 

9. August 1,1979 

10. Columbia Gas of Ohio 
1.79-15128/05583 

2. 34-127-24235-0014 

3.103 

4. Quaker State Oil Refining Corp 

5. Good #1 80199 

6. 

7. Perry, OH 

8. 5.5 million cubic feet 

9. August 1.1979 

10. Columbia Gas Transmission Corp 

1. 79-15129/05570 

2. 34-103-22116-0014 

3.103 

4. H E Rupp 

5. Stine #3 

6 . 

7. Medina. OH 

8. 250.0 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15130/05738 

2. 34-031-23433-0014 

3.103 

4. Edco Drilling & Producing Inc 

5. MO-3A Staser 

6 . 

7. Coshocton. OH 
8.18.0 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15131/05737 

2. 34-031-23429-0014 

3.103 

4. Edco Drilling & Producing Inc 

5. MO-2 A Shaw 

6 . 

7. Coshocton, OH 
8.18.0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15132/05738 

2. 34-031-23431-0014 

3.103 

4. Edco Drilling & Producing Inc 

5. M0-1A Richcreek 

6 . 

7. Coshocton. OH 
8.18.0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15133/05735 

2. 34-031-23424-0014 

3.103 

4. Edco Drilling & Producing Inc 

5. M0-3A Huff 

6 . 

7. Coshocton, OH 
8.18.0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15134/05734 

2. 34-031-23414-0014 

3. 103 

4. Edco Drilling & Producing Inc 

5. M0-1A Fry 

6 . 

7. Coshocton. OH 
8.18.0 million cubic feet 

9. August 1,1979 

10 . 


1. 79-15135/05733 

2. 34-031-23428-0014 

3.103 

4. Edco Drilling & Producing Inc 

5. MO-1 A Dusenberry 

6 . 

7. Coshocton. OH 
8.18.0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15136/05732 

2. 34-169-22139-0014 

3.103 

4. Sheldon LTurrill 
5.1 & B Pumneo #2 
6 . 

7. Wayne. OH 

8.100.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15137/05731 

2. 34-031-23325-0014 

3. 103 

4. The Oxford Oil Co 

5. Walter Adams-Karr #1 

6 . 

7. Coshocton, OH 

8. 9.0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15138/05730 

2. 34-119-24752-0014 

3.103 

4. The Oxford Oil Co 

5. John Graham #1 

. 6 . 

7. Muskingum. OH 
8.10.0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15139/05729 

2. 34-073-21961-0014 

3.103 

4. The Oxford Oil Co 

5. Oxford Fee #1 

6 . 

7. Hocking, OH 

8.10.0 million cubic feet 

9. August 1,1979 

10 . 

1. 79-15140/05728 

2. 34-119-24690-0014 

3.103 

4. The Oxford Oil Co 

5. Robert Ellerman #2 

6 . 

7. Muskegon, OH 
8.10.0 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15141/05727 

2. 34-073-22022-0014 

3.103 

4. Oak Dale Drilling Co 

5. Soale #1 

6 . 

7. Hocking, OH 

8. 7.0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission Corp 

1. 79-15142/05712 

2. 34-133-21834-0014 

3. 103 

4. Jud Noble and Associates Inc 

5. Cay wood #1 


6 . 

7. Portage, OH 

8. 20.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15143/05711 

2. 34-133-21833-0014 

3. 103 

4. Jud Noble and Associates Inc 

5. McKinney #1 

8. 

7. Portage. OH 

8. 20.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15144/05710 

2. 34-133-21884-0014 

3.103 

4. Jud Noble and Associates Inc 

5. H & M Hall #2 

6 . 

7. Portage. OH 

8. 20.0 million cubic feet 

9. August 1,1979 

10. East Ohio Gas Company 

1. 79-15145/05747 

2. 34-007-21102-0014 

3.103 

4. Clarence K Tussel Jr 

5. O Mackey #1 

6 . 

7. Ashtabula, OH 

8. 20.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. 79-15146/05748 

2. 34-089-23608-0014 

3.103 

4. Mid-Con Oil Company 

5. Swinehart Well #2 

6 . 

7. Bowling Green TWP UOH 

8. .0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission 

1. 79-15147/05749 

2. 34-031-23467-0014 

3. 103 

4. John C Mason 

5. Hipp-Steimel #2 

6. 

7. Coshocton. OH 

8.15.0 million cubic feet 

9. August 1,1979 

10. Cincinnati Gas & Electric 

1. 79-15148/05750 

2. 34-059-22522-0014 

3. 103 

4. Tiger Oil Inc 

5. Henry Szuber #1 

8. 

7. Guernsey, OH 
8.15.0 million cubic feet 

9. August 1,1979 

10. Columbia Gas Transmission 

1. 79-15149/05751 

2. 34-153-20664-0014 

3.103 

4. Peter A Bartlo 

5. Falls Stamping #1 

6 . 

7. Summit, OH 

8. 50.0 million cubic feet 

9. August 1.1979 

10 . 
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1. 79-15271/05769 

2. 34-119-24419-0014 

3.103 

4. Williston Oil & Development Corp 

5. Williston 011 #4 

6 . 

7. Muskingum. OH 
8.14.6 million cubic feet 

9. August 1.1979 

10 . 

1. 79-15272/05709 

2. 34-133-21883-0014 

3. 103 

4. Jud Noble and Associates Inc 

5. H & M Hall #1 

6 . 

7. Portage. OH 

8. 20.0 million cubic feet 

9. August 1.1979 

10. East Ohio Gas Company 

1. Control number (FERC/State) 

2. API well number 

3. Section of NGPA 

4. Operation 

5. Well name 

6. Field or OGS area name 

7. County. State or block No. 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaserts) 

1. 79-14810/02000 

2. 42-227-31531 

3.103 

4. Phillips Petroleum Company 

5. Bellam No 11 

6. Iatan East (Howard) 

7. Howard, TX 

8. 5.2 million cubic feet 

9. August 1.1979 

10. Getty Oil Company 

1. 79-14811/02001 

2. 42-227-31532 

3.103 

4. Phillips Petroleum Company 

5. Bellam No 12 

6. Iatan East (Howard) 

7. Howard, TX 

8. 3.3 million cubic feet 

9. August 1.1979 

10. Getty Oil Company 

1. 79-14812/02002 

2. 42-227-31645 

3.103 

4. Phillips Petroleum Company 

5. Bellam No 13 

6. Iatam East (Howard) 

7. Howard. TX 

8. 6.8 million cubic feet 

9. August 1,1979 

10. Getty Oil Company 

1. 79-14813/02018 

2. 42-103-31777 

3. 103 

4. Warren Pet Co Div/Gulf Oil Corp 
5.1 B Tubb A #34 

6. Sand Hills (McKnight) 

7. Crane, TX 

8. 159.0 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14814/02017 

2. 42-103-00000 

3. 103 

4. Warren Pet Co Div/Gulf Oil Corp 

5. W N Waudell et al #1097 


6. Sand Hills (Tubb) 

7. Crane. TX 

8. 6.0 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14815/02018 

2. 42-103-00000 

3.103 

4. Warren Pet Co Div/Gulf Oil Corp 

5. W N Waddell et al #1098 

6. Sand Hills (Tubb) 

7. Crane. TX 

8. 30.0 million cubic feet 

9. August 1,1979 

10. El Paso Natural Gas Co 

1. 79-14816/02019 

2. 42-103-00000 

3.103 

4. Warren Pet Co Div/Gulf Oil Corp 

5. W N Waddell et al #1097 

6. Sand Hills (McKnight) 

7. Crane, TX 

8.133.0 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14817/02020 

2. 42-103-00000 

3. 103 

4. Warren Pet Co Div/Gulf Oil Corp 

5. W N Waddell et al #1098 

6. Sand Hills (McKnight) 

7. Crane. TX 

8. 89.0 million cubic feet 

9. August 1,1979 

10. El Paso Natural Gas Co 

1. 79-14818/02021 

2. 42-495-30972 

3. 103 

4. Gulf Oil Corporation 

5. Keystone Cattle Co Well No 340 

6. Keystone (Colby) 

7. Winkler. TX 

8.100.0 million cubic feet 

9. July 31.1979 

10. Cabot Corporation 

1. 79-14819/02022 

2. 42-495-30971 

3.103 

4. Gulf Oil Corporation 

5. Keystone Cattle Co Well No 341 

6. Keystone (Colby) 

7. Winkler. TX 

8. 60.0 million cubic feet 

9. July 31.1979 

10. Cabot Corporation 

1. 79-14820/02023 

2. 42-123-30798 

3.103 

4. William Herbert Hunt Trust Est 

5. Harold Heyer No 1 C 05522 

8. Ameckeville (Yegua 4870 E) 

7. Dewitt, TX 

8.12.0 million cubic feet 

9. August 1,1979 

10. Texas Eastern Transmission Corp 

1. 79-14821/02025 

2. 42-123-30835 

3.103 

4. William Herbert Hunt Trust Est 

5. Egg-Junker et al Unit #2T 77252 

6. Ameckeville (Yegua 4870) 

7. Dewitt. TX 

8.136.0 million cubic feet 

9. August 1,1979 

10. Texas Eastern Transmission Corp 


1. 79-14822/02030 

2. 42-167-30395 
3.103 

4. Hassie Hunt Exploration Company 

5. John Blake et al No 111529 

6. Alta Loma South (Big Gas Sand) 

7. Galveston, TX 

8. 34.0 million cubic feet 

9. August 1,1979 

10. Natural Gas Pipeline Co of America 

1. 79-14823/02050 

2. 42-421-30069 

3. 103 

4. Phillips Petroleum Company 

5. Keith No 2 

6. Cold Water Creek 

7. Sherman. TX 

8. 260.0 million cubic feet 

9. August 1. 1979 

10. El Paso Natural Gas Co 

1. 79-14824/02083 

2. 42-123-30903 
3.103 

4. William Herbert Hunt Trust Est 

5. Emilie Junker et al Unit #3 78977 

6. Ameckville (Yegua 5260) 

7. Dewitt. TX 

8.160.0 million cubic feet 

9. August 1,1979 

10. Texas Eastern Transmission Corp 

1. 79-14825/02117 

2. 42-195-30942 
3.103 

4. Texas Pacific Oil Company Inc 

5. Brown Altman A/C 8 No 3 

6. Kermit 

7. Winkler, TX 

8. 6.9 million cubic feet 

9. August 1.1979 

10. Cabot Corp 

1. 79-14826/02118 

2. 42-103-31534 
3.103 

4. Texas Pacific Oil Company Inc 

5. H E Adams C No 8 

6. Dune 

7. Crane. TX 

8. 3.9 million cubic feet 

9. August 1,1979 

10. Warren Petroleum Co (Gulf Oil Corp) 

1. 79-14827/02119 

2. 42-103-31740 
3.103 

4. Texas Pacific Oil Company Inc 

5. H E Adams C No 9 

6. Dune 

7. Crane, TX 

8. 5.3 million cubic feet 

9. August 1.1979 

10. W'arren Petroleum Co (Gulf Oil Corp) 

1. 79-14828/02120 

2. 42-195-30943 
3.103 

4. Texas Pacific Oil Company Inc 

5. E Brown No 1 

6. Kermit 

7. Winkler. TX 

8.10.4 million cubic feet 

9. August 1,1979 

10. Cabot Corp 

1. 79-14829/02121 

2. 42-495-30944 
3.103 

4. Texas Pacific Oil Company Inc 

5. E Brown No 2 
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6. Kermit 

7. Winkler. TX 

8. 5.2 million cubic feet 

9. August 1.1979 

10. Cabot Corp 

1. 79-14830/02130 

2. 42-501-31535 

3.103 

4. Texas Pacific Oil Company Inc 

5. Bennett Ranch Unit Well No 284 

8. Wasson 

7. Yoakum, TX 

8.9.4 million cubic feet 

9. August 1,1979 

10. Shell Oil Company 

1. 79-14831/02139 

2. 42-165-31328 

3.103 

4. American Petroleum Co of Texas 

5. Nora Coltharp B No 3 

6. Robertson (San Andres) 

7. Gaines, TX 

8.14.0 million cubic feet 

9. July 31.1979 

10. Phillips Petroleum Company 

1. 79-14832/02152 

2. 42-389-30970 

3.103 

4. Rosewood Corporation 

5. Lindemann No 24-1 79550 

0. Nine Mile Draw (Fusselman) 

7. Reeves, TX 

8. 30.0 million cubic feet 

9. August 1.1979 

10. Delhi Gas Pacific Corp 

1. 79-14033/02153 

2. 42-123-30087 

3.103 

4. William Herbert Hunt Trust Est 

5. Harold Heyer No 3 05522 

8. Ameckeville (Yegua 4870 E) 

7. Dewitt. TX 

8.14.0 million cubic feet 

9. August 1,1979 

10. Texas Eastern Transmission Corp 
1.79-14034/02156 

2. 42-367-31405 

3. 103 

4. Baron Company Inc 

5. McCarty 

6. Carterville Strawn 2700 

7. Parker, TX 

8.105.0 million cubic feet 

9. July 31.1979 

10. Lone Star Gas Company 

1. 79-14035/02171 

2. 42-105-31576 

3.103 

4. Gulf Oil Corp 

5. F R Henderson No 10 

6. Ozona Northwest (Canyon) 

7. Crockett, TX 

8. 36.7 million cubic feet 

9. July 31, 1979 

10. Shell Oil Company 

1. 79-14836/02214 

2. 42-103-30854 
3.108 

4. Abobe Oil & Gas Corp 

5. Day A No 1 

6. GIB 

7. Crane, TX 

8. 9.0 million cubic feet 

9. July 31.1979 

10. Phillips Petroleum Company 


1. 79-14837/02220 

2. 42-307-31167 

3.102 

4. Mitchell Energy Corporation 

5. J E Deakins #1 78125 

0. Lake Mineral Wells (4000 Congl) 

7. Parker, TX 

8. 330.0 million cubic feet 

9. July 31.1979 

10. Natural Gas Pipeline Co of America 

1. 79-14838/02223 

2. 42-211-31027 

3.102 103 

4. Donald C Slawson 

5. Campbell 1-33 

0. Mendota East (Morrow Upper) 

7. Hemphill. TX 

8.1800.0 million cubic feet 

9. July 31,1979 

10. Northern Natural Gas 

1. 79-14839/02224 

2. 42-391-00000 
3.108 

4. Sohio Natural Resources Co 

5. J J Obrien A Well 6C 

8. Greta 

7. Refugio TX. 

8.12.4 million cubic feet 

9. July 31.1979 

10. Transcontinental Gas P L Co 

1. 79-14840/02228 

2. 42-105-00371 

3. 108 

4. Sohio Natural Resources Co 

5. Ingham No. 1 

6. Ingham 

7. Crockett TX 

8. 7.3 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 

1. 79-14841/02235 

2. 42-211-00000 

3. 108 

4. Monsanto Company 

5. Hodgson No. 1 RRC No. 55579 

6. Feldman (Cherokee) 

7. Hemphill TX 

8.13.5 million cubic feet 

9. July 31.1979 

10. Transwestem Gas Supply Co 

1. 79-14842/02268 

2. 42-483-30462 

3.103 

4. CIG Exploration Inc 

5. Lott 1-2 

6. Lott Ranch (Morrow Upper) 

7. Wheeler TX 

8.131.0 million cubic feet 

9. July 31.1979 

10. Colorado Interstate Gas Co 

1. 79-14843/02270 

2. 42-235-00000 

3. 103 

4. MWJ Producing Company 

5. Branch B No. 1 (RRC No. 07450) 

6. Tucker (Canyon) 

7. Irion County TX 

8. 64.0 million cubic feet 

9. July 31.1979 

10. Northern Natural Gas Company 

1. 79-14844/02271 

2. 42-235-00000 

3.103 

4. MWJ Producing Company 

5. Branch B No. 2 (RRC No. 07450) 


6. Tucker (Canyon) 

7. Irion County TX 

8. 5.0 million cubic feet 

9. July 31.1979 

10. Northern Natural Gas Co 

1. 79-14845/02273 

2. 42-475-31564 

3. 103 

4. HNG Oil Company 

5. Nordan Trust 45 No. 1 ID No. 77310 

6. Barstow (Wolfcamp) 

7. Ward TX 

8. 390.0 million cubic feet 

9. July 31. 1979 

10. Northern Natural Gas Co 

1. 79-14840/02275 

2. 42-455-00000 

3.103 

4. HNG Oil Company 

5. Kenley No. 1 ID No. 70502 

6. Apple Springs (Glen Rose) 

7. Trinity TX 

8. 540.0 million cubic feet 

9. July 31.1979 

10 . 

1. 79-14847/02270 

2. 42-455-30291 

3.102 

4. HNG Oil Company 

5. Kenley No. 2 ID No. 76433 

6. Apple Springs (Glen Rose) 

7. Trinity TX 

8. 540.0 million cubic feet 

9. July 31.1979 

10 . 

1. 79-14848/02292 

2. 42-389-30940 

3.103 

4. Union Oil Company of Calif 

5. N T Evans No. 7 (76114) 

8. Worsham (Cherry Canyon) 

7. Reeves TX 

8.690.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 

1. 79-14849/02293 

2. 42-079-30931 

3.103 

4. Union Oil Co of California 

5. D S Wright No. 1 (79797) 

6. Levelland (San Andres) 

7. Cochran TX 

8. 80.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 

1. 79-14850/02294 

2. 42-079-30932 

3. 103 

4. Union Oil Co of California 

5. D S Wright C No. 2 (79795) 

6. Levelland (San Andres) 

7. Cochran TX 

8. 20.0 million cubic feet 

9. July 31,1979 

10. El Paso Natural Gas Co 

1. 79-14851/02300 

2. 42-393-30267 

3.103 

4. Union Oil Company of Calif 

5. Killebrew No. 1-196 

6. Killebrew (Morrow Upper) 

7. Roberts TX 

8. 300.0 million cubic feet 

9. July 31.1979 

10. Northern Natural Gas Co 
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1. 79-14852/02308 

2. 42-445-30582 

3.103 

4. Gulf Oil Corporation 

5. Mallet Land & Cattle Co No. 80 

6. Kingdom (ABO Reef) 

7. Terry TX 

8. 4.7 million cubic feet 

9. July 31.1979 

10. Amoco Production Co 

1. 79-14853/02783 

2. 42-479-00000 

3.102 

4. Hughes & Hughes 

5. Rosa V De Benavides No. 1 

6. Bruni NE (10350) 

7. Webb TX 

8. 500.0 million cubic feet 

9. July 31.1979 

10 . 

1. 79-14854/02788 

2. 42-455-30293 

3. 103 

4. HNG Oil Company 

5. Richards Mary E. No. 1 ID^80700 

6. Apple Springs (Glen Rose) 

7. Trinity TX 

8.134.0 million cubic feet 

9. July 31,1979 

10 . 

1. 79-14855/02797 

2. 42-3-00000 

3.103 

4. MWJ Producing Company 

5. Arnold No. 2 (RRC No. 07392) 

6. Calvin (Dean) 

7. Glasscock County TX 

8. 60.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 

1. 79-14858/02798 

2. 42-173-00000 

3.103 

4. MWJ Producing Company 

5. Arnold No. 1 (RRC No. 07392) 

6. Calvin (Dean) 

7. Glasscock County TX 

8. 32.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 

1. 79-14857/03010 

2. 42-195-30313 

3.103 

4. Yucca Petroleum Co 

5. Phelps-Bryan No. 1-121 (TRC No. 73514) 

6. Hansford (Morrow Upper) 

7. Hansford TX 

8. 300.0 million cubic feet 

9. July 31,1979 

10. Northern Natural Gas Company 

1. 79-14858/03011 

2. 42-357-30856 

3.103 

4. Yucca Petroleum Co 

5. Percy Powers No. 3-652 (TRC No. 79350) 

6. Northrup (Cleveland) 

7. Ochiltree TX 

8. 200.0 million cubic feet 

9. July 31,1979 

10. Northern Natural Gas Company 

1. 79-14859/03045 

2. 42-505-30581 

3.103 

4. Gas Producing Enterprises Inc 

5. Laurel S L No. 1 


6. J J & J (Wilcox 8800) 

7. Zapata TX 

8.1460.0 million cubic feet 

9. July 31.1979 

10. Transcontinental Gas Pipeline 

1. 79-14860/03519 

2. 42-105-31691 

3.103 

4. Amoco Production Company 

5. J S Todd A R/A A No. 12 

6. Wyatt 

7. Crockett 

8. 9.0 million cubic feet 

9. August 1.1979 

10. Permiam Corporation, El Paso Natural 
Gas Co 

1. 79-14861/03520 

2. 42-105-31690 

3.103 

4. Amoco Production Company 

5 . JS Todd A R/A A No. 13 

6. Wyatt 

7. Crockett TX 

8. 3.0 million cubic feet 

9. August 1.1979 

10. Permiam Corporation, El Paso Natural 
Gas Co 

1. 79-14862/03521 

2. 42-105-31586 

3.103 

4. Amoco Production Company 

5. J S Todd A R/A A No. 10 

6. Wyatt 

7. Crockett TX 

8.15.0 million cubic feet 

9. August 1,1979 

10. Permiam Corporation. El Paso Natural 
Gas Co 

1.79-14863/03522 
2. 42-383-31170 

3.103 

4. Amoco Production Company 

5. Renna T Ringo et al No. 3 

6. Spraberry Trend Area 

7. Reagan TX 

8. 28.0 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Company 

1. 79-14864/03524 

2. 42-003-31592 

3.103 

4. Amoco Production Company 

5. Three Bar Unit No. 71 

6. Three Bar/Devonian 

7. Andrews TX 

8. 62.0 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Company 

1. 79-14885/03525 

2. 42-003-31676 

3.103 

4. Amoco Production Company 

5. Three Bar Unit No. 72 

6. Three Bar-Devonian 

7. Andrews TX 

8. 66.0 million cubic feet 

9. August 1,1979 

10. El Paso Natural Gas Company 

1. 79-14866/03528 

2. 42-413-30401 

3.103 

4. Amoco Production Company 

5. Rousselot Doris Mayer /A/004 

6. Sawyer (Canyon) 

7. Schleicher TX 


8. 28.0 million cubic feet 

9. August 1,1979 

10. Lone Star Gas Company 

1. 79-14867/03529 

2. 42-435-31399 

3. 103 

4. Amoco Production Company 

5. Marjory R Johansen No. 3 

6. Whitehead/Strawn 

7. Sutton TX 

8. 79.0 million cubic feet 

9. August 1.1979 

10. Lone Star Gas Company 

1. 79-14868/03530 

2. 42-435-31400 
3.103 

4. Amoco Production Company 

5. Marjory R Johansen No. 2 

6. Whitehead/Strawn 

7. Sutton TX 

a 143.0 million cubic feet 

9. August 1.1979 

10. Lone Star Gas Company 

1. 79-14869/03531 

2. 42-435-31373 

3. 103 

4. Amoco Production Company 

5. Morriss Brothers 003 

6. Whitehead/Strawn 

7. Sutton TX 

8. 38.0 million cubic feet 

9. August 1.1979 

10. Lone Star Gas Co 

1. 79-14870/03532 

2. 42-435-31374 
3.103 

4. Amoco Production Company 

5. Morriss Brothers 003 

6. Whitehead/Strawn 

7. Sutton TX 

8. 62.0 million cubic feet 

9. August 1.1979 

10. Lone Star Gas Co 

1. 79-14871/03533 

2. 42-105-31174 
3.103 

4. Amoco Production Company 

5. Alford Margaret F/8/001 
8. W r hitehead/Strawn 

7. Crookett TX 

8. 240.0 million cubic feet 

9. August 1,1979 

10. Lone Star Gas Co 

1. 79-14872/03535 

2. 42-219-32377 
3.103 

4. Amoco Production Company 

5. Elsie Smith No 4 

6. Levelland 

7. Hockley TX 

8. 6.4 million cubic feet 

9. August 1,1979 

10. El Paso Natural Gas Co 

1. 79-14873/03697 

2. 42-219-31988 
3.103 

4. Amoco Production Company 

5. Eva S Bratton No 1 

6. Levelland 

7. Hockley TX 

8.17.5 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14874/03707 

2. 42-219-32306 
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3.103 

4. Amoco Production Company 

5. Elsie smith No 3 

6. Levelland 

7. Hockley TX 

8.12.8 million cubic feet 

9. August 1,1979 

10. El Paso Natural Gas Co 

1. 79-14875/03708 

2. 42-079-30818 

3.103 

4. Amoco Production Company 

5. Boyd Mallet Unit No 85 

6. Slaughter 

7. Cochran TX 

8. 6.2 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14876/03709 

2.42-079-30819 

3.103 

4. Amoco Production Company 

5. Boyd Mallet Unit No 84 

6. Slaughter 

7. Cochran TX 

8. 4.0 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14877/03712 

2. 42-219-32370 

3.103 

4. Amoco Production Company 

5. May Montgomery Unit No 47 

6. Levelland 

7. Hockley TX 

8. 2.4 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14878/03713 

2. 42-219-32369 

3.103 

4. Amoco Production Company 

5. May Montgomery Unit No 46 

6. Levelland 

7. Hockley TX 

8. 2.4 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14879/03714 

2. 42-219-31981 

3.103 

4. Amoco Production Company 

5. J M Davis No 2 

6. Levelland (ABO) 

7. Hockley TX 

8.1.5 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14880/03716 

2. 42-445-30642 

3.103 

4. Amoco Production Company 

5. Christine Devitt B No 10 

6. Kingdom (ABO Reef) 

7. Terry TX 

8. .4 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14881/03717 

2. 42-079-30855 

3. 103 

4. Amoco Production Company 

5. Smith Igoe No 9 

6. Slaughter 

7. Cochran TX 


8.12.4 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14882/03719 

2. 42-219-31922 

3.103 

4. Amoco Production Company 

5. W G Frazier No 105 

6. Kingdom (ABO Reef) 

7. Hockley TX 

8. 9.1 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14883/03720 

2. 42-219-32304 

3.103 

4. Amoco Production Company 

5. VV G Frazier No 108 

6. Kingdom (ABO Reef) 

7. Hockley TX 

8. .4 million cubic feet 

9. August 1,1979 

10. El Paso Natural Gas Co 

1. 79-14884/03721 

2. 42-219-32468 

3.103 

4. Amoco Production Company 

5. Northwest Malley Unit No 152 

6. Slaughter 

7. Hockley TX 

8.17.9 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 
1.79-14885/03722 

2. 42-501-31605 

3.103 

4. Amoco Production Company 

5. N C Clanahan D No 4 

6. Prentice (Clearfork Lower) 

7. Yoakum TX 

8. .7 million cubic feet 

9. August 1.1979 

10. Northern Natural Gas Company 

1. 79-14886/03723 

2. 42-501-31592 

3.103 

4. Amoco Production Company 

5. N C Clanahan E No 1 

6. Prentice (Clearfork Lower) 

7. Yoakum TX 

8. .5 million cubic feet 

9. August 1.1979 

10. Northern Natural Gas Company 

1. 79-14887/03724 

2. 42-501-31502 

3.103 

4. Amoco Production Company 

5. N C Clanahan B No 16 

6. Prentice (Clearfork Lower) 

7. Yoakum TX 

8.13.5 million cubic feet 

9. August 1.1979 

10. Northern Natural Gas Company 

1. 79-14888/03725 

2. 42-501-31483 

3. 103 

4. Amoco Production Company 

5. N C Clanahan B No 3 

6. Prentice (Clearfork Lower) 

7. Yoakum TX 

8.15.7 million cubic feet 

9. August 1. 1979 

10. Northern Natural Gas Company 
1. 79-14889/03732 


2. 42-219-32372 

3. 103 

4. Amoco Production Company 

5. Ellwood A Well No 142 

6. Smyer (Clearfork) 

7. Hockley TX 

8. .7 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14890/03733 

2. 42-219-31927 

3.103 

4. Amoco Production Company 

5. Ellwood A No 137 

6. Smyer (Clearfork) 

7. Hockley TX 

8. .7 million cubic feet 

9. August 1,1979 

10. El Paso Natural Gas Co 

1. 79-14891/03734 

2. 42-219-31926 

3. 103 

4. Amoco Production Company 

5. Ellwood A No 138 

6. Smyer (Clearfork) 

7. Hockley TX 

8. .7 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14892/03735 

2. 42-219-32366 

3.103 

4. Amoco Production Company 

5. Ellwood A No 139 

6. Smyer (Clearfork) 

7. Hockley TX 

8. .6 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14893/03736 

2. 42-219-32373 

3. 103 

4. Amoco Production Company 

5. Ellwood A Well No 140 

6. Smyer (Clearfork) 

7. Hockley TX 

8. .7 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14894/03737 

2. 42-219-32371 

3.103 

4. Amoco Production Company 

5. Ellwood A Well No 141 

6. Smyer (Clearfork) 

7. Hockley TX 

8. .7 million cubic feet 

9. August 1,1979 

10. El Paso Natural Gas Co 

1. 79-14895/03738 

2. 42-445-30335 

3. 103 

4. Amoco Production Company 

5. Ella Covington B No 16 

6. Prentice (Clearfork Lower) 

7. Terry TX 

8.1.5 million cubic feet 

9. August 1,1979 

10. Northern Natural Gas Company 

1. 79-14896/03780 

2. 42-445-30333 

3.103 

4. Amoco Production Company 

5. Alexander No 5 

8. Prentice (Clearfork Lower) 
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7. Terry TX 

8. 5.5 million cubic feet 

9. August 1,1979 

10. Northern Natural Gas Company 

1. 79-14897/03783 

2. 42-219-32432 

3.103 

4. Amoco Production Company 

5. Levelland Unit Well No 728 

6. Levelland 

7. Hockley TX 

8. 8.9 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14898/03784 

2. 42-219-32477 

3.103 

4. Amoco Production Company 

5. Levelland Unit No 725 

6. Levelland 

7. Hockley TX 

8. 8.9 million cubic feet 

9. August 1. 1979 

10. El Paso Natural Gas Co 

1. 79-14899/03785 

2. 42-219-32378 

3.103 

4. Amoco Production Company 

5. Levelland Unit No 729 

6. Levelland 

7. Hockley TX 

8. 8.9 million cubic feet 

9. August 1,1979 

10. El Paso Natural Gas Co 

1. 79-14900/03788 

2. 42-219-32376 

3. 103 

4. Amoco Production Company 

5. Levelland Unit No 724 

6. Levelland 

7. Hockley TX 

8. 8.9 million cubic feet 

9. August 1,1979 

10. El Paso Natural Gas Co 

1. 79-14901/03787 

2. 42-219-32367 

3. 103 

4. Amoco Production Company 

5. Levelland Unit Well No 719 

6. Levelland 

7. Hockley TX 

8. 8.9 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14902/03788 

2. 42-219-32413 

3.103 

4. Amoco Production Company 

5. Levelland Unit Well No 722 

6. Levelland 

7. Hockley TX 

8 8.9 million cubic feet 

9. August 1,1979 

10. El Paso Natural Gas Co 

1. 79-14903/03799 

2. 4^-501-31604 

3. 103 

4. Amoco Production Company 

5. N C Clanahan E No 2 

6. Prentice (Clearfork Lower) 

7. Yoakum TX 

8. 3.7 million cubic feet 

9. August 1,1979 

10. Northern Natural Gas Co 

1. 79-14904/03802 


2. 42-219-32448 

3. 103 

4. Amoco Production Company 

5. Northwest Mallet Unit No 149 

6. Slaughter 

7. Hockley TX 

8. 9.9 million cubic feet 

9. August 1,1979 

10. El Paso Natural Gas Co 

1. 79-14905/03803 

2. 42-219-32897 

3.103 

4. Amoco Production Company 

5. Northwest Mallet Unit No 150 

6. Slaughter 

7. Cochran TX 

8.13.9 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14906/03814 

2. 42-219-32549 

3. 103 

4. Amoco Production Company 

5. Levelland Unit No 721 

6. Levelland 

7. Hockley TX 

8. 8.9 million cubic feet 

9. August 1.1979 

10. El Paso Natural Gas Co 

1. 79-14907/03815 

2. 42-219-32481 

3. 103 

4. Amoco Production Company 

5. Levelland Unit No 723 

6. Levelland 

7. Hockley TX 

8. 8.9 million cubic feet 

9. August 1,1979 > 

10. El Paso Natural Gas Co 

1. 79-14908/03816 

2. 42-219-32479 

3.103 

4. Amoco Production Company 

5. Levelland Unit No 727 

6. Levelland 

7. Hockley TX 

8. 8.9 million cubic feet 

9. August 1. 1979 

10. El Paso Natural Gas Co 

1. 79-14909/03817 

2. 42-219-32476 

3. 103 

4. Amoco Production Company 

5. Levelland Unit No 726 

6. Levelland 

7. Hockley TX 

8. 8.9 million cubic feet 

9. August 1,1979 

10. El Paso Natural Gas Co 

1. 79-14910/03819 

2. 42-219-32505 

3. 103 

4. Amoco Production Company 

5. West RKM Unit No 213 

6. Slaughter 

7. Hockley TX 

8.15.4 million cubic feet 

9. August 1,1979 

10. El Paso Natural Gas Co 

1. 79-14911/03844 

2. 42-219-01942 

3. 103 

4. Amoco Production Company 

5. Post Montgomery Unit B No 1 

6. Levelland 


7. Hockley TX 

8.16.4 million cubic feet 

9. August 1,1979 

10. El Paso Natural Gas Co 

1. 79-14912/04391 

2. 42-383-31171 

3. 103 

4. Amoco Production Company 

5. Renna T Ringo Et Al Well No 1 

6. Spraberry Trend Area 

7. Reagan TX 

8.14.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 

1. 79-14913/04393 

2. 42-323-31212 

3.103 

4. Continental Oil Company 

5. N J Chitim No 4062 02082 

6. Sacatosa (San Miguel #1 Sand) 

7. Maverick TX 

8. 6.8 million cubic feet 

9. July 31.1979 

10. Lovaca Gathering Company 

1. 79-14914/04409 

2. 42-165-31495 

3.103 

4. Belco Petroleum Corporation 

5. Sessau 42 62077 42 

8. Seminole S E (San Andres) 

7. Gaines TX 

8.11.0 million cubic feet 

9. July 31. 1979 

10. Phillips Petroleum Corp 

1. 79-14915/04410 

2. 42-165-31408 

3. 103 

4. Belco Petroleum Corporation 

5. Sessau 33 62077 33 

6. Seminole S E (San Andres) 

7. Gaines TX 

8.11.0 million cubic feet 

9. July 31.1979 

10. Phillips Petroleum Corp 

1. 79-14916/04430 

2. 42-165-31412 

3. 103 

4. Belco Petroleum Corporation 

5. Sessau 72 62077 72 

6. Seminole S E (San Andres) 

7. Gaines TX 

8.11.0 million cubic feet 

9. July 31.1979 

10. Phillips Petroleum Corp 

1. 79-14917/04431 

2. 42-165-31413 

3.103 

4. Belco Petroleum Corporation 

5. Sessau 73 60777 73 

6. Seminole S E (San Andres) 

7. Gaines TX 

8.11.0 million cubic feet 

9. July 31.1979 

10. Phillips Petroleum Corp 

1. 79-14918/04481 

2. 42-365-30674 

3.103 

4. McCormick Oil & Gas Corp 

5. L Werner Sawmill Co Unit 3 *D~2 

6. Centennial (Travis Peak) Field 

7. Panola County TX 

8. 29.0 million cubic feet 

9. July 31.1979 

10. Tennessee Gas Pipeline Co 
1. 79-14919/04485 









Federal Register / Vol. 44, No. 166 / Friday, August 24, 1979 / Notices 


49755 


2. 42-365-30628 
3.103 

4. McCormick Oil & Gas Corporation 

5. L Werner Sawmill Co Unit 3 *0-1 

6. Centennial (Cotton Valley) 

7. Panola County TX 

8. 74.0 million cubic feet 

9. July 31,1979 

10. Tennessee Gas Pipeline 

1. 79-14920/04627 
2.42-383-31169 

3.103 

4. Amoco Production Company 

5. Renna T Ringo et al No 2 
0. Spraberry Trend Area 

7. Reagan TX 

8.15.0 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Company 
1.79-14921/04668 

2. 42-357-30798 
3.103 

4. S K Tuthill & B J Barbee 

5. McAfee #1 

6. Dude Wilson Lower Morrow 

7. Ochiltree TX 

8.120.0 million cubic feet 

9. July 31.1979 

10. Northern Natural Gas Co 

1. 79-14922/04070 

2. 42-261-30447 
3.103 

4. Exxon Corporation 

5. Santa Fid Oil and Gas #147 80624 

6. Santa (2-A) 

7. Kenedy TX 

8. 73.0 million cubic feet 

9. July 31.1979 

10. Natl Gas Pipeline Co of Am 

1. 79-14923/04680 

2. 42-481-31680 
3.103 

4. Sue Ann Operating Company 

5. Vineyard No 1 79772 

6. Arrington (Marg) 

7. Wharton TX 

8. 750.0 million cubic feet 

9. July 31.1979 

10. United Gas Pipe Line Co 

1. 79-14924/04688 

2. 42-109-31369 

3. 103 

4. Gulf Oil Corporation 

5. Txl Cx (NCT-B) Well No 9 

6. Geraldine (Ford) 

7. Culberson TX 

8. .3 million cubic feet 

9. July 31.1979 

10. Continenal Oil & Gas Co 

1. 79-14925/04900 

2. 42-079-30896 

3. 103 

4. Amoco Production Company 

5. Landreth Company B No 6 

6. Bledsoe (San Andres) 

7. Cochran TX 

8. 42.7 million cubic feet 

9. July 31.1979 

10. Cities Service Company 

1. 79-14926/06006 

2. 42-079-30921 

3. 103 

4. Continenal Oil Company 

5. Conoco-Dean Unit (60106) #130 

6. Slaughter (San Andres) 


7. Cochran TX 

8. .7 million cubic feet 

9. July 31.1979 

10. Amoco Production Co 

1. 79-14927/06008 

2. 42-109-30924 

3.103 

4. Continental Oil Company 

5. G E Ramsey 14 (24241) #3 

6. Ford West (4100) 

7. Culberson TX 

8. 3.8 million cubic feet 

9. July 31.1979 

10. El Paso Natural Gas Co 

1. 79-14928/06010 

2. 42-079-30803 

3.103 

4. Continental Oil Company 

5. Conoco-Dean Unit (60106) #120 

6. Slaughter (San Andres) 

7. Cochran TX 

6. .7 million cubic feet 

9. July 31,1979 

10. Amoco Production Co 

1. 79-14929/06040 

2. 42-135-30805 

3.103 

4. Continental Oil Company 

5. Arthur Brinkley A (04263) #37 

6. Flowers/Canyon Sand 

7. Stonewall TX 

8. 6.2 million cubic feet 

9. July 31.1979 

10. Cities Service Co 

1. 79-14930/06059 

2. 42-151-30881 

3.103 

4. Continental Oil Company 

5. J B Terrell A (13657) *9 

6. Round Top/Canyon Sand 

7. Fisher TX 

8. 52.6 million cubic feet 

9. July 31.1979 

10. Lone Star Gas Co 

1. 79-15269/03718 

2. 42-219-30344 

3.103 

4. Amoco Production Company 

5. W G Frazier No 104 

6. Kingdom (ABO Reef) 

7. Hockley TX 

8.1.5 million cubic feet 

9. August 1 1979 

10. El Paso Natural Gas Co 

West Virginia Department of Mines, Oil and 
Gas Division 

1. Control number (FERC/State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County, State or block No. 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchasers) 

1. 79-15150 

2. 47-033-00898 

3.108 

4. Consolidated Gas Supply Corporation 

5. J. H. McDonald 11983 

6. West Virginia other A-85772 

7. Harrison WV 

8. 8.0 million cubic feet 


9. August 1,1979 

10. General System Purchasers 

1. 79-15151 

2. 47-007-01199 

3.108 

4. Consolidated Gas Supply Corporation 

5. l.N. Brown 12285 

6. West Virginia other A-85772 

7. Braxton WV 

8. 8.0 million cubic feet 

9. August 1,1979 

10. General System Purchasers 

1. 79-15152 

2. 47-019-00274 

3.108 

4. Consolidated Gas Supply Corporation 

5. Vanetta Land Co 11960 

6. West Virginia other A-85772 

7. Fayette WV 

8. 4.0 million cubic feet 

9. August 1.1979 

10. General System Purchasers 

1. 79-15153 

2. 47-017-01788 

3.108 

4. Consolidated Gas Supply Corporation 

5. W. B. Maxwell 11985 

6. West Virginia other A-85772 

7. Doddridge WV 

8. 8.0 million cubic feet 

9. August 1.1979 

10. General System Purchasers 

1. 79-15154 

2. 47-017-01787 

3. 108 

4. Consolidated Gas Supply Corporation 

5. J. McReynolds 11998 

0. West Virginia other A-85772 

7. Doddridge WV 

8. 6.0 million cubic feet 

9. August 1,1979 

10. General System Purchasers 

1. 79-15155 

2. 47-013-02544 

3.108 

4. Consolidated Gas Supply Corporation 

5. O. Bums 12088 

6. West Virginia other A-85772 

7. Calhoun WV 

8. 9.0 million cubic feet 

9. August 1,1979 

10. General System Purchasers 

1. 79-15156 

2. 47-013-02543 

3.108 

4. Consolidated Gas Supply Corporation 

5. F. Witte 12053 

6. West Virginia other A-85772 

7. Calhoun WV 

8. 7.0 million cubic feet 

9. August 1,1979 

10. General System Purchasers 

1. 79-15157 

2. 47-007-01158 

3. 108 

4. Consolidated Gas Supply Corporation 
5.1. N. Brown 12121 

6. West Virginia other A-85772 

7. Braxton WV 

8. 4.0 million cubic feet 

9. August 1,1979 

10. General System Purchasers 

1. 79-15158 

2. 47-033-01027 
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3.108 

4. Consolidated Gas Supply Corporation 

5.1. N. Burnside 12320 

6. West Virginia other A-85772 

7. Harrison WV 

6. 4.0 million cubic feet 

9. August 1,1979 

10. General System Purchasers 

1. 79-15159 

2. 47-007-01204 

3. 108 

4. Consolidated Gas Supply Corporation 

5.1. N. Brown 12288 

6. West Virginia other A-85772 

7. Braxton WV 

8.11.0 million cubic feet 

9. August 1,1979 

10. General System Purchasers 

1. 79-15160 

2. 47-021-02704 

3.108 

4. Consolidated Gas Supply Corporation 

5. L. Bennett Hrs 12019 • 

6. W'est Virginia other A-85772 

7. Gilmer WV 

8. 7.0 million cubic feet 

9. August 1.1979 

10. General System Purchasers 

1. 79-15161 

2. 47-001-00660 

3.108 

4. Consolidated Gas Supply Corporation 

5. Talbott-Martin 11696 

6. West Virginia other A-85772 

7. Barbour WV 

8. 6.0 million cubic feet 

9. August 2, 1979 

10. General System Purchasers 

1. 79-15162 

2. 47-001-00684 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. |. Croston 11874 

6. West Virginia other A-85772 

7. Barbour WV 

8. 21.0 million cubic feet 

9. August 2,1979 

10. General System Purchasers 

1. 79-15163 
2.47-001-00646 % 

3.108 

4. Consolidated Gas Supply Corporation 

5. R. B. Boyles 11635 

6. West Virginia other A-85772 

7. Barbour WV 

8. 5.0 million cubic feet 

9. August 2. 1979 

10. General System Purchasers 
1.79-15164 

Z 47-013-02517 

3.108 

4. Consolidated Gas Supply Corporation 

5. Snodgrass-Bennett 11734 

6. West Virginia other A-85772 

7. Calhoun WV 

8. 4.0 million cubic feet 

9. August 2, 1979 

10. General System Purchasers 

1. 79-15165 

2. 47-017-01766 

3.108 

4. Consolidated Gas Supply Corporation 

5. J. McReynolds 11716 

6. West Virginia other A-85772 

7. Doddridge WV 


8.15.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 

1. 79-15166 

2. 47-017-01779 

3.108 

4. Consolidated Gas Supply Corporation 

5. W. Dent 11895 

6. West Virginia other A-85772 

7. Doddridge WV 

8. 7.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 

1, 79-15167 

2. 47-017-01738 

3.108 

4. Consolidated Gas Supply Corporation 

5. S. Sadler 11666 

6. West Virginia other A-85772 

7. Doddridge WV 

8.17.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 

1. 79-15168 * 

2. 47-017-01781 

3. 108 

4. Consolidated Gas Supply Corporation 

5. ). McReynolds 11888 

6. West Virginia other A-85772 

7. Doddridge WV 

8. 20.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 
1. 79-15169 

Z 47-001-00673 

3.108 

4. Consolidated Gas Supply Corporation 

5. J. Reger 11785 

6. W'est Virginia other A-85772 

7. Barbour WV 

8.11.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 

1. 79-15170 

2. 47-013-02516 

3.108 

4. Consolidated Gas Supply Corporation 

5. L Bennett 11736 

6. West Virginia other A-85772 

7. Calhoun WV 

a 4.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 
1. 79-15171 

Z 47-007-01121 

3.108 

*4. Consolidated Gas Supply Corporation 

5.1. Brown 11889 

6. W f est Virginia other A-85772 

7. Braxton WV 

8. 8.0 million cubic feet 
9: August 2.1979 

10. General System Purchasers 

1. 79-15172 

2. 47-007-01102 

3.108 

4. Consolidated Gas Supply Corporation 

5.1. Brown 11717 

6. West Virginia other A-85772 

7. Braxton WV 

8. 7.0 million cubic feet 

9. August 2,1979 

10. General System Purchasers 
1. 79-15173 


2. 47-001-00902 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. G. D. Young 12304 

6. West Virginia other A-85772 

7. Barbour WV 

8.13.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 

1. 79-15174 

2. 47-001-00901 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. A. Hickman 12238 

6. West Virginia other A-85772 

7. Barbour WV 

8. 8.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 

1. 79-15175 

2. 47-006-01052 

3. 108 

4. Consolidated Gas Supply Corporation 

5. Federal Coal Co. 11744 

6. West Virginia other A-85772 

7. Boone WV 

8. 3.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 

1. 79-15176 

2. 47-005-01049 

3.108 

4. Consolidated Gas Supply Corporation 

5. Federal Coal Co. 11742 

6. West Virginia other A-85772 

7. Boone WV 

8. 20.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 
1. 79-15177 

Z 47-021-02394 

3.108 

4. Consolidated Gas Supply Corporation 

5. L. Mick 11561 

6. West Virginia other A-85772 

7. Gilmer WV 

8.17.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 
1. 79-15178 

Z 47-017-01732 

3.108 

4. Consolidated Gas Supply Corporation 

5. B. Lemasters 11557 

6. West Virginia other A-85772 

7. Doddridge WV 

8. 9.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 

1. 79-15179 

2. 47-013-02518 

3. 100 

4. Consolidated Gas Supply Corporation 

5. G E Cooper 11735 

6. West Virginia other A-85772 

7. Calhoun. WV 

8. 16.0 million cubic feet 

9. August 2.1979 

10. General system purchasers 
1. 79-15100 

Z 47-013-02529 

3. 108 

4. Consolidated Gas Supply Corporation 

5. G Hardman 11896 

6. W'est Virginia other A-85772 
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7. Calhoun, WV 
8.16.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15181 
2.47-013-02524 

3.108 

4. Consolidated Gas Supply Corporation 

5. L Bennett 11838 

6. West Virginia other A-85772 

7. Calhoun, WV 

8. 5.0 million cubic feet 

9. August 2.1979 

10. General system purchasers 

1. 79-15182 

2. 47-001-00667 

3.108 

4. Consolidated Gas Supply Corporation 

5. L Boylen 11780 

6. West Virginia other A-85772 

7. Barbour, WV 

8. 6.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15183 

2. 47-021-02451 

3.108 

4. Consolidated Gas Supply Corporation 

5. L Bennett 11740 

8. West Virginia other A-85772 

7. Gilmer, WV 

8. 3.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15184 

2. 47-001-00640 

3.108 

4. Consolidated Gas Supply Corporation 

5. H B Simpson 11595 

6. West Virginia other A-85772 

7. Barbour. WV 

8. 4.0 million cubic feet 

9. August 2, 1979 

10. General system purchasers 

1. 79-15185 

2. 47-001-00647 

3.108 

4. Consolidated Gas Supply Corporation 

5. A L Robinson 11650 

6. West Virginia other A-85772 

7. Barbour, WV 

8.15.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15186 

2. 47-033-01013 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. J Lanham 12248 

6. West Virginia other A-85772 

7. Harrison. WV 

8.1.0 million cubic feet 

9. August 2, 1979 

10. General system purchasers 

1. 79-15187 

2. 47-019-00279 

3. 108 Denied 

4. Consolidated Gas Supply Corporation 

5. Kanawha-Hocking 11975 

6. West Virginia other A-85772 

7. Fayette, WV 

8.14.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 
1. 79-15188 


Z 47-017-01856 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. L M Stout 12257 

6. West Virginia other A-85772 

7. Doddridge, WV 

8.15.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15189 

2. 47-033-00957 

3.108 

4. Consolidated Gas Supply Corporation 

5. O E Washburn 12110 

6. West Virginia other A-85772 

7. Harrison. WV 

8.10.0 million cubic feet 

9. August 2, 1979 

10. General system purchasers 

1. 79-15190 

2. 47-033-00894 

3. 108 

4. Consolidated Gas Supply Corporation 

5. E Post 11952 

6. West Virginia other A-85772 

7. Harrison, WV 

8. 5.0 million cubic feet 

9. August 2.1979 

10. General system purchasers 

1. 79-15191 

2. 47-033-00891 

3.108 

4. Consolidated Gas Supply Corporation 

5. A Knicely 11938 

6. West Virginia other A-85772 

7. Harrison. WV 

8.14.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15192 

2. 47-033-00969 

3.108 

4. Consolidated Gas Supply Corporation 

5. CG & LX Smith 12067 

6. West Virginia other A-85772 

7. Harrison, WV 

8.15.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15193 

2. 47-033-00962 

3.108 

4. Consolidated Gas Supply Corporation' 

5. Morris-Conger 12105 

6. West Virginia other A-85772 

7. Harrison. WV 

8. 9.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15194 

2. 47-033-00991 

3.108 

4. Consolidated Gas Supply Corporation 

5. A A Post 12066 

6. West Virginia other A-85772 

7. Harrison, WV 

8. 9.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15195 

2. 47-033-01011 

3.108 

4. Consolidated Gas Supply Corporation 

5. W A Law 12309 

6. West Virginia other A-85772 


7. Harrison, WV 

8. 8.0 million cubic feet 

9. August 2.1979 

10. General system purchasers 

1. 79-15196 

2. 47-033-00890 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. C Woodford 11932 

6. West Virginia other A-85772 

7. Harrison, WV 

8.11.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15197 

2. 47-033-00961 

3. 108 Denied 

4. Consolidated Gas Supply Corporation 

5. G W Post 12062 

6. West Virginia other A-85772 

7. Harrison. WV 

8.1.0 million cubic feet 

9. August 2, 1979 

10. General system purchasers 

1. 79-15198 

2. 47-001-00876 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. V C Trimble 12342 

6. West Virginia other A-85772 

7. Barbour. WV 

8. 5.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15199 

2. 47-021-02327 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. G A Vandale 11665 

6. West Virginia other A-85772 

7. Gilmer, WV 

8.15.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15200 

2. 47-005-01046 

3. 108 

4. Consolidated Gas Supply Corporation 

5. M Dickenson 11659 

6. West Virginia other A-85772 

7. Boone. WV 

8. 4.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15201 

2. 47-006-01045 

3.108 

4. Consolidated Gas Supply Corporation 

5. M Dickenson 11658 

6. West Virginia other A-85772 

7. Boone. WV 

8.19.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 
1. 79-15202 

Z 47-001-00713 

3. 108 

4. Consolidated Gas Supply Corporation 

5. R Thompson 11844 

6. West Virginia other A-85772 

7. Barbour. WV 

8.13.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 
1. 79-15203 










49758 


Federal Register / Vol. 44, No. 166 / Friday. August 24. 1979 / Notices 


2. 47-001-00688 

3. 108 

4. Consolidated Gas Supply Corporation 

5. Indian Fork Coal & Coke 11866 

6. West Virginia other A-85772 

7. Barbour, WV 

8.15.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15204 

2. 47-001-00685 

3. 108 

4. Consolidated Gas Supply Corporation 

5. W C Stalnaker 11848 

6. West Virginia other A-85772 

7. Barbour. WV 

8. 5.0 million cubic feet 

9. August 2.1979 

10. General system purchasers 

1. 79-15205 

2. 47-001-00682 

3.108 

4. Consolidated Gas Supply Corporation 

5. T I Hickman 11847 

6. West Virginia other A-85772 

7. Barbour. WV 

8. 3.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15206 

2. 47-001-00680 

3.108 

4. Consolidated Gas Supply Corporation 

5. I Marteney 11812 

6. West Virginia other A-85772 

7. Barbour. WV 

8. 9.0 million cubic feet 

9. August 2.1979 

10. General system purchasers 

1. 79-15207 

2. 47-001-00650 

3.108 

4. Consolidated Gas Supply Corporation 

5. E Winans 11660 

6. West Virginia other A-85772 

7. Barbour, WV 

8. 2.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15208 

2. 47-019-00250 

3.108 * 

4. Consolidated Gas Supply Corporation 

5. WR Johnson Jr 11801 

6. West Virginia other A-85772 

7. Fayette. WV 

8.16.0 million cubic feet 

9. August 2,1979 

10. General system purchasers 

1. 79-15209 

2. 47-019-00253 

3. 108 

4. Consolidated Gas Supply Corporation 

5. WR Johnson Jr 11819 

6. West Virginia other A-85772 

7. Fayette. WV 

8. 5.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 

1. 79-15210 

2. 47-001-00639 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. WR Shaw 11600 

6. West Virginia other A-85772 


7. Barbour. WV 

8. 6.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 

1. 79-15211 

2. 47-013-02531 

3.108 denied 

4 . Consolidated Gas Supply Corporation 

5. H Bennett 11897 

8. West Virginia other A-85772 

7. Calhoun, WV 

8. 4.0 million cubic feet 

9. August 2. 1979 

10. General System Purchasers 

1. 79-15212 

2. 47-021-02328 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. L Bennett HRS 11563 

6. West Virginia other A-85772 

7. Gilmer. WV 

8. 2.0 million cubic feet 

9. August 2. 1979 

10. General System Purchasers 

1. 79-15213 

2. 47-021-02324 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. J D Smith 11645 

a West Virginia other A-85772 

7. Gilmer. WV 

8.1.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 

1. 79-15214 

2. 47-021-02353 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. H Woofter 11649 

6. West Virginia other A-85772 

7. Gilmer. WV 

8. 2.0 million cubic feet 

9. August 2, 1979 

10. General System Purchasers 

1. 79-15215 

2. 47-015-02519 

3.108 

4. Consolidated Gas Supply Corporation 

5. DA Butcher 11784 

6. West Virginia other A-85772 

7. Calhoun. WV 

8. 9.0 million cubic feet 

9. August 2, 1979 

10. General System Purchasers 

1. 79-15216 

2. 47-017-01735 

3.108 

4. Consolidated Gas Supply Corporation 

5. WB Maxwell 11564 

6. West Virginia other A-85772 

7. Doddridge. WV 

a 12.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 
t. 79-15217 

2. 47-019-00214 

3.108 

4. Consolidated Gas Supply Corporation 

5. Kanawha-Hocking Coal 11570 

6. West Virginia other A-85772 

7. Fayette. WV 

8.15.0 million cubic feet 

9. August 2,1979 

10. General System Purchasers 
1. 79-15218 


2 . 47-019-00215 

3.108 

4. Consolidated Gas Supply Corporation 

5. Gauley Mtn Coal 11618 

6. West Virginia other A-85772 

7. Fayette. WV 

8.10.0 million cubic feet 

9. August 2.1979 

10. General System Purchasers 

1. 79-15219 

2. 47-019-00232 

3.108 

4. Consolidated Gas Supply Corporation 

5. W R Johnson Jr 11675 

6. West Virginia other A-85772 

7. Fayette. WV 

8. 7.0 million cubic feet 

9. August 2,1979 

10. General System Purchasers 

1. 79-15220 

2. 47-019-00233 

3.108 

4. Consolidated Gas Supply Corporation 

5. W Johnson 11782 

6. West Virginia other A-85772 

7. Fayette. WV 

8.11.0 million cubic feet 

9. August 2.1979 

10. General System Purchaser* 

1. 79-15221 

2. 47-033-00995 

3. 108 

4. Consolidated Gas Supply Corporation 

5. Union National Bank 12200 

6. West Virginia other A-85772 

7. Harrison, WV 

8. 8.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15222 

2. 47-001-00727 

3.108 

4. Consolidated Gas Supply Corporation 

5. D Crosten 12007 

6. West Virginia other A-85772 

7. Barbour, WV 

8. 3.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15223 

2. 47-005-01056 

3. 108 

4. Consolidated Gas Supply Corporation 

5. Spruce-Boone Coal 11924 

8. West Virginia other A-85772 

7. Boone. WV 

8. 6.0 million cubic feet 

9. August 3, 1979 

10. General System Purchasers 

1. 79-15224 

2. 47-001-00805 

3.108 

4. Consolidated Gas Supply Corporation 

5. W Flint 12318 

6. West Virginia other A-85772 

7. Barbour, WV 

8. 7.0 million cubic feet 

9. August 3. 1979 

10. General System Purchasers 

1. 79-15225 

2. 47-001-00809 

3. 108 

4. Consolidated Gas Supply Corporation 

5. W T Carden 12337 

6. West Virginia other A-85772 
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7. Barbour, WV 

8. 3.0 million cubic feet 

9. August 3. 1979 

10. General System Purchasers 

1. 79-15220 

2.47- 033-00889 

3.108 

4. Consolidated Gas Supply Corporation 

5. C McClusky 11939 

6. West Virginia other A-85772 

7. Harrison. WV 

8.17.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15227 

2. 47-017-01804 

3.108 

4. Consolidated Gas Supply Corporation 

5. C L Pearcy 12074 

6. West Virginia other A-85772 

7. Doddridge. WV 

8. 3.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15228 

2. 47-033-00883 

3.108 

4. Consolidated Gas Supply Corporation 

5. M Bartlett 11930 

6. West Virginia other A-85772 

7. Harrison. WV 

8. 8.0 million cubic feet 

9. August 3, 1979 

10. General System Purchasers 

1. 79-15229 

2. 47-033-00895 

3.108 

4. Consolidated Gas Supply Corporation 

5. W. Maxwell 11950 

6. West Virginia other A-85772 

7. Harrison, WV 

8. 20.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15230 

2. 47-001-00709 

3.108 

4. Consolidated Gas Supply Corporation 

5. P Pickens 11951 

6. West Virginia other A-85772 

7. Barbour. WV 

8. 6.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15231 

2. 47-001-00700 

3. 108 

4. Consolidated Gas Supply Corporation 

5. W Lantz 11914 

6. West Virginia other A-85772 

7. Barbour. WV 

8. ll.o million cubic feet 

9. August 3.1979 

10. General System Purchasers 
1. 79-15232 

2.47- 053-00130 

3. 108 

4. Consolidated Gas Supply Corporation 

5. R M McKinney 12164 

6. West Virginia other A-85772 

7. Mason, WV 

8. 6.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 
1. 79-15233 


2. 47-033-01043 

3. 108 

4. Consolidated Gas Supply Corporation 

5. W B Maxwell 12291 

6. West Virginia other A-85772 

7. Harrison. WV 

8. 6.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15234 

2. 47-095-00481 

3.108 

4. Consolidated Gas Supply Corporation 

5. M V B George 12274 

0. West Virginia other A-85772 

7. Tyler. WV 

8.13.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15235 

2. 47-097-01655 

3.108 

4. Consolidated Gas Supply Corporation 

5. R E Dean 12070 

0. West Virginia other A-85772 

7. Upshur, WV 

8. 5.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15230 

2. 47-097-01690 

3. 108 

4. Consolidated Gas Supply Corporation 

5. G Radabaugh 12122 

6. West Virginia other A-85772 

7. Upshur, WV 

8. 3.0 million cubic feet 

9. August 3. 1979 

10. General SysteiiTPurchasere 

1. 79-15237 

2. 47-047-02096 

3.108 

4. Consolidated Gas Supply Corporation 

5. C F Simons 12016 

8. West Virginia other A-85772 

7. Lewis. WV 

8. 3.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15238 

2. 47-041-02019 

3.108 

4. Consolidated Gas Supply Corporation 
. 5.) Bums 12013 

6. West Virginia other A-85772 

7. Lewis. WV 

8. 2.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15239 

2. 47-041-02070 

3.108 

4. Consolidated Gas Supply Corporation 

5. C. W. Meader 12170 

6. West Virginia other A-85772 

7. Lewis. WV 

8. 20.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15240 

2. 47-033-00987 

3. 108 

4. Consolidated Gas Supply Corporation 

5. A. D. Lawson 12167 

6. West Virginia other A-85772 


7. Harrison, WV 

8. 20.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15241 

2. 47-033-00984 

3.108 

4. Consolidated Gas Supply Corporation 

5. A. A. Ash 12151 

8. West Virginia other A-85772 

7. Harrison, WV 

8.12.0 million cubic feet 

9. August 3. 1979 

10. General System Purchasers 

1. 79-15242 

2. 47-033-00973 

3.108 

4. Consolidated Gas Supply Corporation 

5. L Haymond 12064 

6. West Virginia other A-85772 

7. Harrison. WV 

8.12.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15243 

2. 47-005-01053 

3.108 

4. Consolidated Gas Supply Corporation 

5. Federal Coal Co 11963 

0. West Virginia other A-85772 

7. Boone. WV 

8. 8.0 million cubic feet 

9. August 3. 1979 

10. General System Purchasers 

1. 79-15244 

2. 47-005-01048 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. M. Dickenson 11741 

0. West Virginia other A-85772 

7. Boone. WV 

8. 3.0 million cubic feet 

9. August 3, 1979 

10. General System Purchasers 

1. 79-15245 

2. 47-005-01047 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. M. Dickenson 11704 

6. West Virginia other A-85772 

7. Boone. WV 

8. 7.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15240 

2. 47-001-00724 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. J. Daugherty 12001 

6. We9t Virginia other A-85772 

7. Barbour, WV 

8. 2.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15247 

2. 47-001-00651 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. Badger Coal Co 11538 

6. West Virginia other A-85772 

7. Barbour, WV 

8. .2 million cubic feet 

9. August 3. 1979 

10. General System Purchasers 
1. 79-15248 
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2. 47-067-00316 
3 108 

4. Consolidated Gas Supply Corporation 

5. W. Johnson 11816 

6. West Virginia other A-85772 

7. Nicholas. WV , 

8.12.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15249 

2. 47-041-01889 

3.108 

4. Consolidated Gas Supply Corporation 

5. S. A. Hall 11664 

6. W'est Virginia other A-85772 

7. Lewis. WV 

8. 3.0 million cubic feet 

9. August 3. 1979 

10. General System Purchasers 

1. 79-15250 

2. 47-041-01906 

3.108 

4. Consolidated Gas Supply Corporation 

5. White-Egan 11565 

6. West Virginia other A-85772 

7. Lewis. WV 

8. 8.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15251 

2. 47-033-00862 

3.108 

4. Consolidated Gas Supply Corporation 

5. W. W. Wolfe 11861 

6. West Virginia other A-85772 

7. Harrison. WV 

8.12.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15252 

2. 47-033-01061 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. E. C. Tetrick 12296 

6. West Virginia other A-85772 

7. Harrison. WV 

8. 5.0 million cubic feet 

9. 'August 3.1979 

10. General System Purchasers 

1. 79-15253 

2. 47-047-00639 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. McDowell Poca Coal 11994 

6. Pineville Field Area A-59442 

7. McDowell. WV 

8. 21.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15254 

2. 47-047-00644 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. R. Dennis 11999 

6. Pineville Field Area A-59442 

7. McDowell, WV 

a 21.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15255 

2. 47-033-01031 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. W. Brown 12253 

8. West Virginia Other A-85772 


7. Harrison. WV 

8. 2.0 million cubic feet 

9. August 3. 1979 

10. General System Purchasers 

1. 79-15256 

2. 47-033-01046 

3.108 Denied 

4. Consolidated Gas Supply Corporation 
5.1 N Burnside 12321 

6. West Virginia Other A-85772 

7. Harrison, WV 

8.17.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15257 

2. 47-045-00959 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. Boone County Coal 12353 

6. West Virginia Other A-85772 

7. Logan, WV 

8. 2.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15258 

2. 47-041-02055 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. A. Gaston 12198 . 

6. West Virginia Other A-85772 

7. Lewis, WV 

8.13.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15259 

2. 47-033-01200 

3.108 Denied 

4. Consolidated Gas Supply Corporation 

5. C. M. Lang 12312 

6. West Virginia Other A-85772 

7. Harrison. WV 

8.14.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15260 

2. 47-033-01137 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. M. W. Smith 12280 

8. West Virginia Other A-85772 
7. Harrison. WV 

8.14.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15261 

2. 47-033-01212 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. W. G. Allen 12293 

0. We9t Virginia Other A-85772 
7. Harrison. WV 
8.14.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15262 

2. 47-033-01246 

3.108 denied 

4. Consolidated Gas Supply Corporation 
5.1. W. Stuttler 12063 

6. West Virginia Other A-85772 

7. Harrison. WV 

8.16.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 
1. 79-15203 


2. 47-035-01371 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. L H. Miller 12041 

0. West Virginia Other A-85772 

7. Jackson. WV 

8. 2.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15264 

2. 47-041-02108 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. R. V. McCue 12268 

6. West Virginia Other A-85772 

7. Lewis, WV 

8.140 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15265 

2. 47-041-02119 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. L. Bennett 12398 

6. West Virginia Other A-85772 

7. Lewis, WV 

8. 7.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15266 

2. 47-067-00422 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. C. H. Walkup 12211 

6. West Virginia Other A-85772 

7. Nicholas. WV 

8.1.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. 79-15207 

2. 47-051-00565 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. N. Shepherd 12141 

6. West Virginia Other A-85772 

7. Marshall, WV 

8.1.0 million cubic feet 

9. August 3.1979 

10. General System Purchasers 

1. 79-15268 

2. 47-059-00850 

3.108 denied 

4. Consolidated Gas Supply Corporation 

5. C Hamill 11911 

6. West Virginia Other A-85772 

7. Mingo. WV 

8.12.0 million cubic feet 

9. August 3,1979 

10. General System Purchasers 

1. Control number (FERC/State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County. State or block No. 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaserfs) 

1. 79-14931/G8-203 

2. 17-711-40386-00S1 -0 
3.102 

4. Ocean Production Company 

5. OCS-G 042 No 15A 

6. Ship Shoal 113 field 
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7.94 

8. 500.0 million cubic feet 

9. July 30.1979 

10. Transcontinental Gas PL Corp 

1. 79-14932/G8-176 

2.17- 711-4039O-00S1-O 
3.102 

4. Ocean Production Company 

5. OCS-G 063 No 32A 

6. Ship Shoal 113 field 
7.93 

8. 200.0 million cubic feet 

9. July 31,1979 

10. Transcontinental Gas PL Corp 
1. 79-14933/G9-695 

2.17- 700—40270-0000-0 
3.102 

4. Chevron USA Inc 

5. OCS-G-1995 No 4 

6. West Cameron 
7.145 

8. 744.0 million cubic feet 

9. August 1,1979 

10. Natural Gas Pipeline Co of America 

The applications for determination in 
these proceedings together with a copy 
or description of other materials in the 
record on which such determinations 
were made are available for inspection, 
except to the extent such material is 
treated as confidential under 18 CFR 
275.206, at the Commission’s Office of 
Public Information, room 1000, 825 North 
Capitol Street, N.E., Washington, D.C. 
20426. 

Persons objecting to any of these final 
determinations may, in accordance with 
10 CFR 275.203 and 18 CFR 275.204, file a 
protest with the Commission on or 
before September 10,1979. 

Please reference the FERC control 
number in all correspondence related to 
these determinations. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc 79-28438 Filed 8-23-79; a45 nm| 

BILLING CODE 6450-01-41 


1 Docket No. CP77-5371 

Natural Gas Pipeline Co. of America; 
Amendment to Application 

August 20.1979. 

Take notice that on July 27,1979, 
Natural Gas Pipeline Company of 
America (Applicant), 122 South 
Michigan Avenue, Chicago. Illinois 
60603. filed in Docket No. CP77-537 an 
amendment to its application Filed in the 
instant docket pursuant to Section 7(c) 
of the Natural Gas Act so as to provide 
for certain changes in the construction 
of certain proposed facilities, all as more 
fully set forth in the application on file 
with the Commission and open to public 
inspection. 

Applicant now proposes to construct 
and operate approximately 27 miles of 8- 
inch pipeline, and appurtenant facilities. 


from Madill Processing Plant to 
Applicant’s existing 10-inch pipeline in 
Love County, Oklahoma, and to 
construct and operate 400 horsepower of 
compression. The total estimated cost of 
these facilities is $2,705,000. which cost 
would be met from funds on hand. 

Applicant indicates that the 
construction and operation of these 
facilities is necessary in order to receive 
into its system quantities of natural gas 
to be produced from reserves located in 
Bryan and Marshall Counties, 

Oklahoma. 

Any person desiring to be heard or to 
make any protest with reference to said 
amendment should on or before 
September 10,1979, file with the Federal 
Energy Regulatory Commission, 
Washington, D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
protestants parties to the proceeding. 

Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission’s Rules. All persons 
who have heretofore filed need not file 
again. 

Kenneth F. Plumb. 

Secretary. 

(FR Doc. 79-28448 Filed 8-23-79; 8:45 am| 

BILLING CODE 6450-01-41 


(Docket No. TC79-1381 

North Alabama Gas District; Petition 
for Declaratory Order 

August 20,1979. 

Take notice that on April 3,1979, 
North Alabama Gas District (Petitioner). 
P.O. Drawer 2605, Muscle Shoals, 
Alabama 35660, filed in Docket No. 
TC79-138 a petition for a declaratory 
order pursuant to Section 1.7(c) of the 
Commission’s Rules of Practice and 
Procedure. Petitioner requests that the 
Commission issue a declaratory order 
interpreting certain provisions filed with 
the Commission as part of Tennessee 
Gas Pipeline Company’s (Tennessee) 
tariff. Petitioner further requests relief 
from the penalty charges assessed 
against it by Tennessee. 

Petitioner states that it has contracts 
with Tennessee and Texas Eastern Gas 
Pipeline Company (Texas Eastern) to 
buy certain amounts of natural gas. 
Petitioner then resells such gas to U.S.S. 


Agri-Chemical Corporation. Petitioner 
further states that it exceeded its daily 
demand from Tennessee during 
September 1978 and was billed for the 
excess amount in the September 1978 
monthly statement according to 
Tennessee’s tariff provisions. Petitioner 
asserts that part of the charges assessed 
by Tennessee are tantamount to a 
penalty charge. Petitioner argues that it 
should be relieved from paying such 
penalty charge because the excess ga9 
was not willfully taken, but was taken 
as a result of a faulty meter of North 
Alabama situated on Tennessee’s 
pipeline. 

Petitioner further states that the relief 
it seeks is permissible under Paragraphs 
5.1. 5.3 and 6.2 of Tennessee’s FPC Gas 
Tariff Ninth Revised Volume No. 1. 

Any person desiring to be heard or to 
make any protest with reference to said 
petition should on or before September 
14,1979, file with the Federal Energy 
Regulatory Commission, Washington. 
D.C. 20426, a petition to intervene or a 
protest in accordance with the 
requirements of the Commission’s Rules 
of Practice and Procedure (18 CFR 1.8 or 
1.10). All protests filed with the 
Commission will be considered by it in 
determining the appropriate action to be 
taken but will not serve to make the 
protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission’s Rules. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc. 79-26449 Filed 8-23-79. &45 ami 

BILLING CODE 6450-01-41 


Richard W. Beeson, et al.; 
Determinations by Jurisdictional 
Agencies Under the Natural Gas Policy 
Act of 1978 

August 14,1979. 

The Federal Energy Regulatory 
Commission received notices from the 
Jurisdictional Agencies listed below of 
determinations pursuant to 10 CFR 
274.104 and applicable to the indicated 
wells pursuant to the Natural Gas Policy 
Act of 1978. 

Indiana Department of Natural Resources, Oil 
and Gas Division 

1. Control number (FERC/State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County, State or block No. 

8. Estimated annual volume 

9. Date received at FERC 
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10. Purchaser(s) 

1. 79-14126 

2. 13-027-20184 

3. 108 

4. Richard W Beeson 

5. Grissom Norris Gas unil 

6. Odon Field 

7. Daviess. In 

8.10.0 million cubic feet 

9. July 27,1979 

10. Natural Gas Processors Inc 

1. 79-14127 

2.13-051-00000 

3.102 

4. John M Zanetis 

5. Deep Vein-State #1 

6. East Mt Carmel 

7. Gibson. In 

8. .0 million cubic feet 

9. July 27,1979 

10. Crystal Oil Company 

1. 79-14128 

2.13-051-00000 

3.102 

4. John M Zanetis 

5. Deep Vein-Ruble-Community #A-3 

6. East Mt Carmel 

7. Gibson, In 

8. .0 million cubic feet 

9. July 27.1979 

10. Crystal Oil Company 

1. 79-14129 

2.13-051-00000 

3.102 

4. John M Zanetis 

5. Deep Vein-Ruble-Community #A-1 

6. East Mt Carmel 

7. Gibson. In 

8. .0 million cubic feet 

9. July 27, 1979 

10. Crystal Oil Company 
1.79-14130 

2.13-051-00000 

3.102 

4. John M Zanetis 

5. Deep Vein-Ruble-State *1 

6. East Mt Carmel 

7. Gibson. In 

8. .0 million cubic feet 

9. July 27,1979 

10. Crystal Oil Company 

1. 79-14131 

2.13-051-00000 

3.102 

4. John M Zanetis 

5. Deep Vein-Ruble-State *2 

6. East Mt Carmel 

7. Gibson. In 

8. .0 million cubic feet 

9. July 27.1979 

10. Crystal Oil Company 

1. 79-14132 

2. 13-051-00000 

3.102 

4. John M Zanetis 

5. Deep Vein-State #2 

6. East Mt Carmel 

7. Gibson. In 

8. .0 million cubic feet 

9. July 27.1979 

10. Crystal Oil Company 
1. 79-14133 

2.13-051-00000 

3. 102 


4. John M Zanetis 

5. Deep Vein-Ruble-Community #A-2 

6. East Mt Carmel 

7. Gibson, In 

8. .0 million cubic feet 

9. July 27,1979 

10. Crystal Oil Company 

Kansas Corporation Commission 

1. Control number (FERC/State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County, State or block No. 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaserfs) 

1. 79-14134/K-78-0406 

2. 15-115-00000 

3. 108 

4. Robert F White 

5. Paul E Heise Unit No 1 

6. East Antelope Gas Field 

7. Marion, Ks 

8. 5.0 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 
1. 79-14135/K-78-0409 

2.15- 151-00000 

3.108 

4. Braden-Deep Inc 

5. Robbins Unit *1 

6. Carver-Robbins 

7. Pratt, Ks 

8. 21.6 million cubic feet 

9. July 30.1979 

10. Panhandle Eastern Pipeline 
1. 79-14136/K-78-0413 

2.15- 033-20251 

3.103 

4. Donald C Slawson 

5. Wooifolk E #1 

6. Tuttle NE 

7. Comanche, Ks 

8.182.5 million cubic feet 

9. July 30, 1979 

10. Northern Natural Gas Co 
1. 79-14137/K-78-0389 

2.15- 047-00000 

3.108 

4. Robert F White 

5. Belcher Unit No 1 

6. Bordewick Gas Field 

7. Edwards, Ks 

8.12.0 million cubic feet 

9. July 30.1979 

10. Kansas-Nebraska Natural Gas Company 

1. 79-14138/K-78-0390 

2. 15-055-00000 

3.108 

4. Robert F White 

5. Grub Unit No 1 

6. Hugoton Gas Field 

7. Finney. Ks 

8.12.0 million cubic feet 

9. July 30.1979 

10. Northern Natural Gas Company 
1. 79-14139/K-78-0398 

2.15- 175-00000 

3.108 

4. Hasada Industries 

5. Shrack #1 P03717000 

6. Three Star Sec TWP 35 RG 32 


7. Seward, Ks 

8.18.9 million cubic feet 

9. July 30.1979 

10. Panhandle Eastern Pipeline Co 
1. 79-14140/K-78-0401 

2.15-185-00000 

3.108 

4. Robert F White 

5. #1 Doran 

6. Farmington Field 

7. Stafford, Ks 

8.10.0 million cubic feet 

9. July 30.1979 

10. Panhandle Eastern Pipeline Company 
1. 79-14141/K-78-0402 

2.15- 185-00000 

3.108 

4. Robert F White 

5. #1 Aiken 

6. Farmington Gas Field 

7. Stafford County Ks 

8. 5.0 million cubic feet 

9. July 30.1979 

10. Northern Natural Gas Co 
1. 79-14142/K-78-0403 

2.15- 115-00000 

3.108 

4. Robert F White 

5. Schick No 1 

6. East Antelope Gas Field 

7. Marion County Ks 

8.12.0 million cubic feet 

9. July 30,1979 

10. Cities Service Gas Company 
1. 79-14143/K/78-0404 

2.15- 093-00000 

3.108 

4. Robert F. White 

5. Foster-Armentrout No. 1 

6. Chase Group-Hugoton Field 

7. Kearny. KS 

8.12.0 million cubic feet 

9. July 30,1979 

10. Northern Natural Gas Company 
1. 79-14144/ K-78-0405 

2.15- 115-20188 

3.108 

4. Robert F. White 

5. Albrecht No. 1 

6. East Antelope Gas Field 

7. Marion County, KS 

8. 8.0 million cubic feet 

9. July 30,1979 

10. Cities Service Gas Company 

1. 79-14151/K-78-0414 

2. 15-033-20261 

3.103 

4. Donald C. Slawson 

5. Cimarron A #1 

6. Tuttle. NE 

7. Comanche. KS 

8.121.6 million cubic feet 

9. July 30,1979 

10. Northern Natural Gas Company 
1. 79-14152/K-78-0415 

2.15- 007-00000 

3. 108 

4. Mull Drilling Co. Inc 

5. Bartholomew #1 

6. North Aetna 

7. Barber, KS 

8.19.2 million cubic feet 

9. July 30,1979 

10. Cities Service Gas Company 
1. 79-14153/K-79-0063 
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2.15- 119-00000 

3. 108 

4. Kansas Gas Purchasing 

5. Flagela, #1 

6. Hockett 

7. Meade, KS 

8.10.3 million cubic feet 

9. July 30.1979 

10. Northern Natural Gas Company 

1. 79-14154/K-79-0064 

2.15- 025-20211 

3.103 

4 American Petrofina Company of Texas 

5. Theis No 1-16A 

6 . 

7 Clark. KS 

8. 99.5 million cubic feet 

9. July 30.1979 

10. Northern Natural Gas Company 
1. 79-14155/K-79-0069 

2.15- 165-20500 

3. 108 

4. John O. Farmer Inc 

5 Juno #1 

8. 

7. Rush, KS 

8. 5.8 million cubic feet 

9. July 30.1979 

10. Kansas-Nebraska Natural Gas Co. Inc 

1. 79-14156/K-79-0070 

2. 15-185-00000 
3.108 

4. George A. Angle 

5. #1 Beahm 
8. Reichel 

7. Rush. KS 

8. 3.0 million cubic feet 

9. July 30,1979 

10. Kansas-Nebraska Natural Gas Co. Inc 

1. 79-14169/K-79-0021 

2. 15-067-20407 

3.103 

4. Cities Service Company 

5. Rmrie B #2 

6. Panoma 

7. Grant. KS 

8.92.9 million cubic feet 

9. July 30. 1979 

10. Cities Service Gas Company 
1. 79-14170/K-79-0022 

2 15-067-20524 

3.103 

4. Cities Service Company 

5. Dietz A #2 

6. Panoma 

7. Grant, KS 

8. 52.9 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 

1. 79-14171 /K-79-OQ23 

2. 15-067-20514 

3.103 

4. Cities Service Company 

5. Diehl A #2 

6. Pan6ma 

7. Grant, KS 

8. 87.3 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 

1. 79-14172/K-79-0024 

2. 15-067-20449 

3. 103 

4. Cities Service Company 

5. Wilks A #2 

6. Panoma 


7. Grant. KS 

8. 6.1 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 

1. 79-14173/K-79-0025 

2.15- 067-20497 

3. 103 

4. Cities Service Company 

5. Ungles B #2 

6. Panoma 

7. Grant. KS 

8. 91.6 million cubic feet 

9. July 30.1979 

10. Cities Service Company 

1. 79-14174/K-79-0026 

2. 15-067-20510 

3.103 

4. Cities Service Company 

5. Stanley C #2 

6. Panoma 

7. Grant, KS 

8. 88.6 million cubic feet 

9. July 30, 1979 

10. Cities Service Company 

1. 79-14175/K-79-0027 

2.15- 067-20433 

3. 103 

4. Cities Service Company 

5. Rixon C #2 

6. Panoma 

7. Grant. KS 

8.1.1 million cubic feet 

9. July 30.1979 

10. Cities Service Company 

1. 79-14176/ K-79-0028 

2. 15-067-20432 

3.103 

4. Cities Service Company 

5. Rixon B #2 

6. Panoma 

7. Grant, KS 

8. 20.1 million cubic feet 

9. July 30.1979 

10. Cities Service GasCompany 

1. 79-14177/ K-79-0029 

2. 15-067-20488 

3. 103 

4. Cities Service Company 

5. Pickens B #2 

6. Panoma 

7. Grant, KS 

8.111.4 million cubic feet 

9. July 30.1979 

10. Cities Service Company 
' 1. 79-14178/K-79-0030 

2.15- 067-20531 

3.103 

4. Cities Service Company 

5. Miller V #2 
0. Panoma 

7. Grant, KS 

8. 98.0 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 
1. 79-14179/K-79-0031 

2.15- 067-20505 

3. 103 

4. Cities Service Company 

5. McMorran A #2 

6. Panoma 

7. Grant. KS 

8. 92.6 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 
1. 79-14180/K-79-0032 


2.15- 067-20498 

3.103 

4. Cities Service Company 

5. McCandless A #2 

6. Panoma 

7. Grant. KS 

8. 105.2 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 

1. 79-14181 / K-79-0033 

2. 15-067-20448 

3.103 

4. Cities Service Company 

5. King K #2 

6. Panoma 

7. Grant. KS 

8. 41.6 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 
1. 79-14182/ K-79-0034 

2.15- 067-20453 

3.103 

4. Cities Service Company 

5. King J #2 

6. Panoma 

7. Grant, KS 

8. 72.9 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 

1. 79-14183/K-79-0035 

2. 15-067-20468 

3.103 

4. Cities Service Company 

5. King H #2 

6. Panoma 

7. Grant. KS 

8. 73.8 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 
1. 79-14184/K-79-0038 

2.15- 067-20472 

3.103 

4. Cities Service Company 

5. King G #2 

6. Panoma 

7. Grant. KS 

8. 80.9 million cubic feet 

9. July 30.1979 

10. Cities Service Gas Company 
1. 79-14185/K-79-0036 

2.15- 067-20452 

3.103 

4. Cities Service Company 

5. King E #2 

6. Panoma 

7. Grant, KS 

8. 44.1 million cubic feet 

9. July 30.1979 

10. Cities Serv ice Gas Company 
1. 79-14188/K-79-0038 

2.15- 67-20451 

3.103 

4. Cities Service Company 

5. Jordan B *2 

6. Panoma 

7. Grant. KS 

8. 25.5 million cubic feet 

9. July 30,1979 

10. Cities Service Gas Company 
1. 79-14187/ K-79-0039 

2.15- 67-20509 

3. 103 

4. Cities Service Company 

5. Higginbotham A #2 

6. Panoma 
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7. Grant. KS 

2.15-125-00000 

8. 64.4 million cubic feet 

3.108 

9. July 30.1979 

4. Benson Mineral Group Inc. 

10. Cities Service Gas Company 

5. Gillman-Schreff 

1. 79-14188/K-79-0040 

6. Jefferson-Sycamore 

2 . 15-67-20500 

7. Montgomery, KS 

3. 103 

8.12.4 million cubic feet 

4. Cities Service Company 

9. July 30,1979 

5. Grav D #2 

10. Union Gas Systems Inc 

6. Panoma 

1. 79-14196/K-78-0368 

7. Grant. KS 

2.15-125-00000 

8. 88.8 million cubic feet 

3.108 

9. July 30.1979 

4. Benson Mineral Group Inc. 

10. Cities Service Gas Company 

5. Dalsing #1 

1. 79-14189/K-79-0003 

6. Jefferson-Sycamore 

2.15-155-20320 

7. Montgomery. KS 

3.103 

8.1.5 million cubic feet 

4. Hinkle Oil Company 

9. July 30. 1979 

5. Knoefel #1 

10. Union Gas Systems Inc 

6. Morton SE NE NW NW Sec 21-24S-6W 

1. 79-14197/K-78-0369 

7. Reno. KS 

2.15-125-00000 

8. 4.4 million cubic feet 

3.108 

9. July 30.1979 

4. Benson Mineral Group Inc. 

10. Cities Service Gas Company 

5. Klumpp #8 

1. 79-14190/K-79-0008 

6. Jefferson-Sycamore 

2.15-155-20319 

7. Montgomery, KS 

3. 108 

8.19.3 million cubic feet 

4. Hinkle Oil Company 

9. July 30.1979 

5. Morton *1 

10. Union Gas Systems Inc 

8. Morton SE SE SE NW Sec 17-24S- 

1. 79-14198/K-78-0370 

7. Reno, KS 

2.15-125-00000 

8. 9.9 million cubic feet 

3. 108 

9. July 30.1979 

4. Benson Mineral Group Inc. 

10. Cities Service Gas Company 

5. Darby #1 

1. 79-14191 /K-79-0009 

6. Jefferson-Sycamore 

2. 15-007-00000 

7. Montgomery. KS 

3.108 

8. 8.3 million cubic feet 

4. Braden-Deem Inc. 

9. July 30,1979 

5. Wolgamott unit 

10. Union Gas Systems Inc 

6. Aetna 

1. 79-14199/K-78-0371 

7. Barber, KS 

2.15-125-00000 

8. 6.0 million cubic feet 

3. 108 

9. July 30.1979 

4. Benson Mineral Group Inc. 

10. Cities Service Gas Company 

5. Klumpp-Rob 

1. 79-14192/K-78-0361 

6. Jefferson-Sycamore 

2. 15-126-00000 

7. Montgomery. KS 

3. 108 

8. 6.2 million cubic feet 

4. Benson Mineral Group Inc. 

9. July 30. 1979 

5. Stair *1 

10. Union Gas Systems Inc 

6. Jefferson-Sycamore 

1. 79-14200/ K-78-0372 

7. Montgomery. KS 

2.15-125-20997 

8.1.1 million cubic feet 

3.108 

9. July 30.1979 

4. Benson Mineral Group Inc. 

10. Union Gas Systems Inc 

5. Gillen #1-B 

1. 79-14193/K-78-0362 

6. Jefferson-Sycamore 

2.15-125-00000 

7. Montgomery, KS 

3. 108 

8. 7.7 million cubic feet 

4. Benson Mineral Group Inc. 

9. July 30.1979 

5. Schaub #5 

10. Union Gas Systems Inc 

6. Jefferson-Sycamore 

1. 79-14201 /K-78-0373 

7. Montgomery. KS 

2.15-125-21574 

8. 9.1 million cubic feet 

3.108 

9. July 30.1979 

4. Benson Mineral Croup Inc. 

10. Union Gas Systems Inc 

5. Fairleigh #1-25 

1. 79-14194/K-78-0363 

6. Jefferson-Sycamore 

2.15-125-00000 

7. Montgomery. KS 

3.108 

8.1.5 million cubic feet 

4. Benson Mineral Group Inc. 

9. July 30,1979 

5. Kansas Gas #1 

10. Union Gas Systems Inc 

6. Jefferson-Sycamore 

1. 79-14202/K-78-0374 

7. Montgomery. KS 

2.15-125-21459 

8.1.4 million cubic feet 

3.108 

9. July 30.1979 

4. Benson Mineral Group Inc. 

10. Union Gas Systems Inc 

5. Tucker 1-5 

1. 79-14195/K-78-0365 

6. Jefferson-Sycamore 


7. Montgomery. KS 

8. 6.5 million cubic feet 

9. July 30,1979 

10. Union Gas Systems Inc 

1. 79-14203 /K-78-0381 

2.15- 125-21470 
3.108 

4. Benson Mineral Group Inc. 

5. Hall * 1-19 

6. Jefferson-Sycamore 

7. Montgomery. KS 

8.1.8 million cubic feet 

9. July 30.1979 

10. Union Gas Systems Inc 
1. 79-14204/K-78-0385 

2.15- 125-21467 

3. 108 

4. Benson Mineral Group Inc. 

5. Cranor 1-13 

6. Jefferson-Sycamore 

7. Montgomery, KS 

8. 2.9 million cubic feet 

9. July 30,1979 

10. Union Gas Systems Inc 

Louisiana Office of Conservation 

1. Control Number (F.E.R.C./State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County, State or Block No. 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaser(s) 

1. 79-14244/17-1789 

2.17- 111-21619 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #734 

6. Monroe Gas Field 

7. Union Parish. LA 

8.19.0 million cubic feet 

9. July 27,1979 

10. Mid Louisiana Gas Co. 

1. 79-14245/79-1788 

2.17- 111-21617 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #732 

6. Monroe Gas Field 

7. Union Parish, LA 

8. .0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Co. 

1. 79-14246/79-1787 

2.17- 111-21540 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #723 

6. Monroe Gas Field 

7. Union Parish, LA 

8.18.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Co. 

1. 79-14247/79-1786 

2.17- 111-21678 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #758 

6. Monroe Gas Field 

7. Union Parish. LA 

8.17.0 million cubic feet 
9. July 27.1979 
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10. Mid Louisiana Gas Co. 

1. 79-14248/79-1785 
Z 17-111-21538 

3. 103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas *721 

6. Monroe Gas Field 

7. Union Parish. LA 

8. 32.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Co. 

1. 79-14249/79-1784 

2. 17- 111-21647 
3. 103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #746 

6. Monroe Gas Field 

7. Union Parish. LA 

8. 32.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Co. 

1. 79-14250/79-1834 

2. 17- 073-21140 

3. 103 108 

4. Lock Arbor Production Co 

5. Smith et al #6 

6. Monroe Gas 

7. Ouachita, LA 

8. 13.0 million cubic feet 

9. July 27.1979 

10. United Gas Pipe Line Co. 

1. 79-14251/79-1709 

2. 17- 023-21304 
3.102 

4. Houston Oil & Minerals Corp. 

5. E M Stewart 159552 

6. South Kings Bayou 

7. Cameron, LA 

8. .0 million cubic feet 

9. July 27.1979 

10 . 

1 79-14252/79-1708 

2. 17- 023-21240 
3.102 

4. Houston Oil & Minerals Corp. 

5. TC Theriot 159552 

6. South Kings Bayou 

7. Cameron. LA 

8. 750.0 million cubic feet 

9. July 27.1979 

10. Texas Eastern Transmission Corp. 
1. 79-14253/79-1899' 

2. 17- 111-01328 

3. 108 

4. Eason Oil Company 

5. Jordan 1 #25601 

6. Monroe 

7. Union LA 

8.11.2 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14254/79-1898 

2. 17- 111-00000 

3. 108 

4. F.ason Oil Company 

5. Wilson 1 #23730 

8. Monroe 
7. Union LA 

8. 19.9 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp. 

1. 79-14255/79-1897 

2. 17-111-00562 

3. 108 


4. Eason Oil Company 

5. Taylor et al 1 #31496 

6. Monroe 

7. Union LA 

8.10.0 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14256/79-1850 

2.17- 113-20864 

3.103 

4. Hilliard Oil & Gas Inc. 

5. No 1 E. J. Chiasson et al 

6. Erath 

7. Vermilion Parish LA 

8. 68.0 million cubic feet 

9. July 27.1979 

10 . 

1. 79-14257/79-888 

2.17- 127-20647 

3.102 103 

4. Black Bayou Management Co Inc 

5. WIL RA SUC Crown Zellerbach No. 3 

6. Newport Field 

7. Winn LA 

8. 55.0 million cubic feet 

9. July 27.1979 

10. United Gas Pipe Line Company 
1. 79-14258/79-1854 

2.17- 019-20802 

3.103 

4. Toce Oil Company Inc 

5. Albert Pujol No. 1 

6. Oillis English Bayou 

7. Calcasieu LA 

8.1095.0 million cubic feet 

9. July 27,1979 

10 . 

1. 79-14259/79-1853 

2.17- 011-20259 

3. 103 

4. Goldking Production Company 

5. Owens-Ill Dev Corp No. 1 (157847) 

6. Gordon 

7. Beauregard LA 

a 132.0 million cubic feet 

9. July 27.1979 

10. United Gas Pipeline Company 
1. 79-14260/79-1852 

2.17- 053-20562 

3.103 

4. Union Texas Petroleum 

5. Hughes #A-8 LAM CAM RA SU 

6. Lake Arthur Sec 25 TlOS R4W 
. 7. Jefferson Davis LA 

8. 511.0 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14261/79-1851 

2.17- 113-20881 

3.103 

4. Exxon Corporation 

5. Exxon Fee-Pecan Island No. 68 

6. Pecan Island 

7. Vermilion LA 

8. 2900.0 million cubic feet 

9. July 27.1979 

10. Columbia Gas Trans Corp.. Monterrey 
Pipeline Company 

1. 79-14262/79-1879 

2.17- 111-00178 

3. 108 

4. Eason Oil Company 

5. Lankford K. D. 17 #80336 

6. Monroe 

7. Union LA 


8. 2.5 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp. 

1. 79-14263/79-1878 

2.17- 111-01163 

3.108 

4. Eason Oil Company 

5. Lankford 15 *98863 

6. Monroe 

7. Union LA 

8. 7.3 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14264/79-1877 

2.17- 111-01452 

3.108 

4. Eason Oil Company 

5. Lankford K. D. 20 #105142 

6. Monroe 

7. Union LA 

8.10.8 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmision Corp 
1. 79-14285/79-869 

2.17- 127-20556 

3.102 103 

4. Black Bayou Management Co.. Inc 

5. WIL RA SUB Olrakraft W No. 3 

6. Newport Field 

7. Winn LA 

8. 65.0 million cubic feet 

9. July 27.1979 

10. United Gas Pipe Line Company 
1. 79-14266/79-1696 

2.17- 119-00000 

3.108 

4. Garland Operating Company 

5. BOD SU A J W Garland Unit #1 

6. Blackburn 

7. Webster LA 

8. 20.7 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14267/79-1698 

2.17- 099-20709 

3.103 

4. Exxon Corporation 

5. OL OPERC 6 RA SU R H Goodrich C-13 

6. Duck Lake 

7. St. Martin LA 

8. 300.0 million cubic feet 

9. July 27.1979 

10. United Gas Pipe Line Co 
1. 79-14268/79-1699 

2.17- 109-22078 
3.107 

4. The Superior Oil Company 

5. LL&E No. 7 

6. Four Isle Dome 

7. Terrebonne Parish LA 

8. 675.0 million cubic feet 

9. July 27, 1979 

10. United Gas Pipe Line Co 
1. 79-14269/79-1702 

2.17- 001-20699 

3.102 

4. Henry Goodrich D.B.A. Goodrich Oil Co. 

5. Tweedel RB SUA Veronie #1 

6. Tepetate Field 

7. Acadia Parish LA 

8. .0 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14270/79-1908 
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2.17- 111-01359 

3.108 

4. Eason Oil Company 

5. Potts 2 *24193 

6. Monroe 

7. Union LA 

8. 3.7 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corporation 

1. 79-14271/79-1701 

2. 17-113-20708 

3. 102 

4. Great Southern Oil & Gas Co.. Inc 
5.11600 A RA SUA L J Eleazar #1 

6. Erath 

7. Vermilion Parish LA 

8.190.0 million cubic feet 

9. July 27,1979 

10. Phillips Petroleum Company 

1. 79-14272/79-1751 

2. 17-075-22248 

3. 103 

4. Gulf Oil Corporation 

5. VU 95 BLD ST UN3 *9 

6. South Pass Blk 24 

7. Plaquemines LA 

8.161.0 million cubic feet 

9. July 27.1979 

10. Southern Natural Gas Co 

1. 79-14273/79-1750 

2.17- 075-22612 

3.103 

4. Gulf Oil Corporation 

5. SPB 24 4 RE SU White Est ST U #10 

6. South Pass Block 24 


1. 79-14274/79-1749 

2.17- 074-22501 

3. 103 

4. Gulf Oil Corporation 

5. S L 195 QQ *289 

6. Quarantine Bay 

7. Plaquemines LA 

8.133.0 million cubic feet 

9. July 27.1979 

10. United Gas Pipeline 

1. 79-14275/79-1748 

2.17- 075-22478-0000 

3. 103 

4. Gulf Oil Corporation 

5. S L 195 QQ *285-D 

6. Quarantine Bay 

7. Plaquemines LA 

8. 6.0 million cubic feet 

9. July 27,1979 

10. United Gas Pipeline Co 

1. 79-14276/79-1747 

2. 17-075-22460 

3. 103 

4. Gulf Oil Corporation 

5. S L 195 QQ *283 

6. Quarantine Bay 

7. Plaquemines LA 

8. 168.0 million cubic feet 

9. July 27,1979 

10. United Gas Pipeline 
1. 79-14277/79-1697 

2.17- 101-21063 

3. 102 103 

4. Strata Energy Inc 


5. Miami Corp No. 2 

6. Bayou Sale 

7. St. Mary LA 

8. 270.0 million cubic feet 

9. July 27.1979 

10. Southern Natural Gas Company 
1. 79-14278/79-1868 

2.17- 111-00354 

3.108 

4. Eason Oil Company 

5. Haile Irma 1 #81068 

6. Monroe 

7. Union LA 

8. 7.2 million cubic feet 

9. July 27,1979 

10. Texas Gas Transmission Corp 
1. 79-14279/79-1887 

2.17- 111-01202 

3.108 

4. Eason Oil Company 

5. Haile 4 *32502 

6. Monroe 

7. Union LA 

8.11.9 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14280/79-1866 

2.17- 111-01304 

3.108 

4. Eason Oil Company 

5. Haile 3 #32130 

6. Monroe 

7. Union LA 

8.10.6 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14281/79-1865 

2.17- 111-01175 

3.108 

4. Eason Oil Company 

5. Haile 1 *31707 

6. Monroe 

7. Union LA 

8.10.2 million cubic feet 

9. July 27,1979 

10. Texas Gas Transmission Corp 
1. 79-14282/79-1753 

2.17- 111-21676 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #751 

6. Monroe Gas Field 

7. Union Parish LA 

8. 32.0 million cubic feet 

9. July 27,1979 

10. Mid Louisiana Gas Company 
1. 79-14283/79-1752 

2.17- 111-21385 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas *668 

6. Monroe Gas Field 

7. Union Parish. LA 

8.17.0 million cubic feet 

9. July 27,1979 

10. Mid Louisiana Gas Company 
1. 79-14284/79-1768 

2.17- 111-21537 

3. 103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #720 

6. Monroe Gas Field 

7. Union Parish, LA 

6. 29.0 million cubic feet 

9. July 27,1979 

10. Mid Louisiana Gas Company 


7. Plaquemines LA 

8. 9.0 million cubic feet 

9. July 27.1979 

10. Texas-Eastern Transmission Corp., 
Southern Natural Gas Company, Tennessee 
Gas Pipeline Company 


1. 79-14285/79-1767 

2. 17-111-21653 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas *765 

6. Monroe Gas Field 

7. Union Parish. LA 

8.18.0 million cubic feet 

9. July 27,1979 

10. Mid Louisiana Gas Company 
1. 79-14286/79-1756 

2.17- 111-21539 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas *722 

6. Monroe Gas Field 

7. Union Parish. LA 

8.15.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 
1. 79-14287/79-1755 

2.17- 111-21651 

3. 103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas *750 

6. Monroe Gas Field 

7. Union Parish, LA 

8. 31.0 million cubic feet 

9. July 27,1979 

10. Mid Louisiana Gas Company 

1. 79-14288/79-1754 

2. 17-111-21650 

3. 103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #749 

6. Monroe Gas Field 

7. Union Parish, LA 

8. .0 million cubic feet 

9. July 27,1979 

10. Mid Louisiana Gas Company 
1. 79-14289/79-1870 

2.17- 111-00546 

3.108 

4. Eason Oil Company 

5. Frost LBR IND 25 #108520 

6. Monroe 

7. Union. LA 

8. 6.5 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14290/79-1869 

2.17- 111-01206 

3.108 

4. Eason Oil Company 

5. Haile 5 #106080 

6. Monroe 

7. Union, LA 

8.10.9 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 

1. 79-14291/79-1703 

2. 17-047-20552 

3.103 

4. Lamson/Onshore Petroleum Corp 

5. LMT SUC K G Wilbert et al No 1 

6. Bayou Henry 

7. Iberville. LA 

8. 275.0 million cubic feet 

9. July 27.1979 

10. Southern Natural Gas Company 
1. 79-14292/79-1792 

2.17- 111-21530 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #713 
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6. Monroe Ca9 Field 

7. Union Parish. LA 

8. 33.0 million cubic feet 

9. July 27,1979 

10. Mid Louisiana Gas Company . 

1. 79-14293/79-1700 

2. 17- 075-22640 

3. 107 

4. Ladd Petroleum Corporation 

5. LL&E #2 

6. Lake Washington 

7. Plaquemines Parish, LA 

8. 600.0 million cubic feet 

9. July 27.1979 

10. Southern Natural Gas Co 
1. 79-14294/79-1900 

2. 17- 111-01296 

3. 108 

4. Eason Oil Company 

5. Jordan 2 #25913 

6. Monroe 

7. Union. LA 

8. 14.3 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 

1. 79- 14295/79-1828 

2. 17- 073-20027 

3. 108 

4 Roy M Teel 

5. Cole Heirs #20 

6. Monroe Gas Rock Field 

7. Ouachita. LA 

8.5.5 million cubic feet 

9. July 27.1979 

10. IMC Exploration Company 
1 79-14296/79-1827 

2. 17- 073-20038 

3. 108 

4. Roy M Teel 

5. Cole Heirs #19 

6. Monroe Gas Rock Field 

7. Ouachita. LA 

8. 9.7 million cubic feet 

9. July 27.1979 

10. IMC Exploration Company 
1. 79-14297/79-1826 

2. 17- 073-20028 

3.108 

4. Roy M Teel 

5. Cole Heirs #18 

8. Monroe Gas Rock Field 

7. Ouachita. LA 

8. 3.8 million cubic feet 

9. July 27. 1979 

10. IMC Exploration Company 

1. 79- 14298/79-1825 

2.17- 073-20025 

3.108 

4. Roy M Teel 

5. Cole Heirs #17 

6. Monroe Gas Rock Field 

7. Ouachita. LA 

8.10.1 million cubic feet 

9. July 27, 1979 

10. IMC Exploration Company 
1. 79-14299/79-1769 

2. 17- 111-21618 

3. 103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #733 

6. Monroe Gas Field 

7. Union Parish. LA 

8.19.0 million cubic feet 
9 July 27, 1979 

10. Mid Louisiana Gas Company 


1. 79-14300/79-1669 

2.17- 119-20177 

3.103 

4. Marathon Oil Company 

5. CVSU MOC Hope et al #3 

6. Cotton Valley 

7. Webster. LA 

8.110.0 million cubic feet 

9. July 27.1979 

10. United Gas Pipe Line Company 
1. 79-14301/79-1668 

2.17- 119-20179 

3.103 

4. Marathon Oil Company 

5. CVSU MOC Coyle No 1 

6. Cotton Valley 

7. Webster. LA 

8. ? 40.0 million cubic feet 

9. July 27.1979 

10. United Gas Pipe Line Company 
1. 79-14302/79-1667 

2.17- 119-20198 

3.103 

4. Marathon Oil Company 

5. CVSU MOC Gaines No 1 

6. Cotton Valley 

7. Webster. LA 

8.150.0 million cubic feet 

9. July 27.1979 

10. United Gas Pipe Line Company 
1. 79-14303/79-1660 

2.17- 119-20184 

3.103 

4. Marathon Oil Company 

5. CVSU MOC Bodcaw No 3 

6. Cotton Valley 

7. Webster. LA 

8. 220.0 million cubic feet 

9. July 27.1979 

10. United Gas Pipeline Company 
1. 79-14304/79-1665 

2.17- 119-20217 

3.103 

4. Marathon Oil Company 

5. CVSU MOC Bodcaw No 4 

6. Cotton Valley 

7. Webster. LA 

8.1095.0 million cubic feet 

9. July 27.1979 

10. United Gas Pipeline Company 
1. 79-14305/79-1664 

2.17- 119-20192 

3.103 

4. Marathon Oil Company 

5. CVSU MOC Hope et al #4 

6. Cotton Valley 

7. Webster. LA 

8. 500.0 million cubic feet 

9. July 27.1979 

10. United Gas Pipe Line Company 
1. 79-14306/79-1790 

2.17- 111-21528 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #711 

6. Monroe Gas Field 

7. Union Parish. LA 

8. 23.0 million cubic feet 

9. July 27.1979 # 

10. Mid Louisiana Gas Company 

1. 79-14307/79-1831 

2. 17-073-20031 

3. 108 

4. Roy M Teel 

5. Cole Heirs #24 


6. Monroe Gas Rock Field 

7. Ouachita. LA 

8. 13.0 million cubic feet 

9. July 27.1979 

10. IMC Exploration Company 
1. 79-14308/79-1838 

2.17- 067-21128 

3.103 

4. Primos Production Co 

5. Tensas Delta E #1 

6. Monroe Field 

7. Morehouse. LA 

8. 84.2 million cubic feet 

9. July 27.1979 

10. United Gas Pipeline 
1. 79-14309/79-1837 

2.17- 111-21719 

3.103 

4. IMC Exploration Company 

5. LA Gas Lands #20 

6. Monroe Gas Field 

7. Union. LA 

8. 23.7 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 
1. 79-14310/79-1836 

2.17- 107-00313 

3.108 

4. E L Larry 

5. M T Sud, E S Mathews et al No 1 

6. Justina 

7. Tensas, LA 

8.17.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Co. Ashland Oil Inc 
1. 79-14311/79-1896 

2.17- 111-00000 

3.108 

4. Eason Oil Company 

5. Taunton 1 #23450 

6. Monroe 

7. Union. LA 

8. 3.4 million cubic feet 

9. July 27,1979 

10. Texas Gas Transmission Corp 
1. 79-14312/79-1895 

2.17- 111-00000 

3.108 

4. Eason Oil Company 

5. REPPCND 2 #99548 
0. Monroe 

7. Union. LA 

8. 6.8 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14313/79-1704 

2.17- 113-20743 

3.102 

4. Pel-Tex Oil Company Inc 

5. S L 2476 #3 

6. Intracoastal City 

7. Vermilion. LA 

8. 36.0 million cubic feet 

9. July 27,1979 

10. Transcontinental Gas Pipe Line Corp, 
Louisiana Resources Company 

1. 79-14314/79-1758 

2.17- 111-21609 

3.103 

4. Mid Ixjuisiana Gas Company 

5. MLGC Fee Gas #737 

6. Monroe Gas Field 

7. Union Parish. LA 

8. 26.0 million cubic feet 

9. July 27.1979 
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10. Mid Louisiana Gas Company 

1. 79-14315/79-1757 

2.17- 111-21527 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #710 

6. Monroe Gas Field 

7. Union Parish. LA 

8.15.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 

1. 79-14316/79-1845 

2.17- 075-22454 

3.103 

4. Signal Petroleum 

5. CC-8 RA Sua E Cockrell ]r A #133 

6. Lake Washington 

7. Plaquemines. LA 

8. 270.0 million cubic feet 

9. July 27.1979 

10. Southern Natural Gas Company. 
Tennessee Gas Pipeline Company 

1. 79-14317/79-1844 

2.17- 093-20183 

3.103 

4. Lamson/Onshore Petroleum Corporation 

5. SL 560 No 1 161750 

6. St Amelia 

7. St James, LA 

8. 400.0 million cubic feet 

9. July 27.1979 

10. Sugar Bowl Gas Corporation 

1. 79-14318/79-1842 

2. 17-067-00401 

3.108 

4. Primos Production Co 

5. Tensas Delta #43 

6. Monroe Gas Field 

7. Morehouse, LA 

8. 22.5 million cubic feet 

9. July 27. 1979 

10. United Gas Pipeline 

1. 79-14319/79-1840 

2.17- 067-21242 

3. 103 

4. Primos Production Co 

5. Tensas Delta E #16 

6. Monroe Field 

7. Morehouse, LA 

8.18.3 million cubic feet 

9. July 27.1979 

10. United Gas Pipeline 

1. 79-14320/79-1839 

2. 17-067-21248 

3.103 

4. Primos Production Co 

5. Tensas Delta E #15 

6. Monroe Field 

7. Morehouse, LA 

8.18.3 million cubic feet 

9. July 27, 1979 

10. United Gas Pipeline 

1. 79-14321/79-1883 

2. 17-111-01185 

3. 108 

4. Eason Oil Company 

5. Lankford 5 #23729 

6. Monroe 

7. Union. LA 

8. 4.2 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14322/79-1882 

2.17- 111-01186 


3.108 

4. Eason Oil Company 

5. Lankford 4 #23643 

6. Monroe 

7. Union. LA 

8. .7 million cubic feet 

9. July 27,1979 

10. Texas Gas Transmission Corp 
1. 79-14323/79-1763 

2.17- 111-21624 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #742 

6. Monroe Gas Field 

7. Union Parish, LA 

8. 23.0 million cubic feet 

9. July 27,1979 

10. Mid Louisiana Gas Company 
1. 79-14324/79-1762 

2.17- 111-21649 

3. 103 

4. Mid Lousiana Gas Company 

5. MLGC Fee Gas #748 

6. Monroe Gas Field 

7. Union Parish. LA 

8. 20.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 

1. 79-14325/79-1761 

2. 17-111-21545 

3. 103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #728 

6. Monroe Gas Field 

7. Union Parish, LA 

8.12.0 million cubic feet 

9. July 27. 1979 

10. Mid Louisiana Gas Company 
1. 79-14326/79-1760 

2.17- 111-21822 

3.103 

4. Mid Louisiana Gas Company 

5. MLCC Fee Gas #740 

6. Monroe Gas Field 

7. Union Parish. LA 

8. 21.0 million cubic feet 

9. July 27, 1979 

10. Mid Louisiana Gas Company 
1. 79-14327/79-1759 

2.17- 111-21626 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #744 

6. Monroe Gas Field 

7. Union Parish. LA 

8. 24.0 million cubic feet 

9. July 27, 1979 

10. Mid Louisiana Gas Company 

1. 79-14328/79-1875 

2. 17-111-00190 

3. 108 

4. Eason Oil Company 

5. La Gas Lands 1 #32560 

6. Monroe 

7. Union. LA 

8. 5.3 million cubic feet 

9. July 27,1979 

10. Texas Gas Transmission Corp 

1. 79-14329/79-1744 

2. 17-075-22363 

3.103 

4. Gulf Oil Corporation 

5. GB 5 RC SU GPLD A #167-D 

6. Grand Bay 

7. Plaquemines, LA 


8. 3.7 million cubic feet 

9. July 27.1979 

10. United Gas Pipeline Co. Texas Eastern 
Transmission Co 

1. 79-14330/79-1878 

2.17- 111-20029 

3.108 

4. Eason Oil Company 

5. Lankford 21 #120489 

6. Monroe 

7. Union, LA 

8. 9.7 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14331/79-1770 

2.17- 111-21680 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #760 

6. Monroe Gas Field 

7. Union Parish, LA 

8. 25.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 
1. 79-14332/79-1847 

2.17- 727-20090 

3.103 

4. Texas International Petroleum Corp 

5. State Lease 4039 #8 

6. Half Moon Lake 

7. St Bernard, LA 

8. 30.0 million cubic feet 

9. July 27, 1979 

10. Southern Natural Gas Company 
1. 79-14333/79-1846 

2.17- 727-20081 

3.103 

4. Texas International Petroleum Corp 

5. State Lease 2220 #510 

6. Eloi Bay 

7. St Bernard, LA 

8. 26.0 million cubic feet 

9. July 27,1979 

10. Southern Natural Gas Company 
1. 79-14334/79-1707 

2.17- 113-20765 

3.103 

4. North Central Oil Corporation 

5. A R Romaine #1 

6. Kaplan 

7. Vermilion, LA 

8. 440.0 million cubic feet 

9. July 27. 1979 

10. Transcontinental Gas Pipeline Corp 
1. 79-14335/79-1705 

2.17- 113-20787 

3.102 

4. Amerada Hess Corporation 

5. E M Cessac #1 

6. No Live Oak 

7. Vermilion. LA 

8. 730.0 million cubic feet 

9. July 27,1979 

10. Louisiana Resources Company 
1. 79-14336/79-1766 

2.17- 111-21654 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #756 

6. Monroe Gas Field 

7. Union Parish. LA 

8. 30.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 
1. 79-14337/79-1765 
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2.17- 111-21529 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas *712 

6. Monroe Gps Field 

7. Union Parish, LA 

8. 28.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 
1. 79-14338/79-1784 

2.17- 111-21543 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas *728 

6. Monroe Gas Field 

7. Union Parish. LA 

8 21.0 million cubic feet 

9. July 27,1979 

10. Mid Louisiana Gas Company 

1.79- 14339/79-867 

2.17- 127-20555 
3.102 

4. Black Bayou Management Co Inc 

5. Wil Ra Sua Olinkraft W No 2 

6. Newport Field 

7. Winn, LA 

8. 68.0 million cubic feet 

9. July 27.1979 

10. United Gas Pipe Line Company 
1. 79-14340/79-886 

2.17- 127-20497 

3.102 

4. Black Bayou Management Co Inc 

5. Wil Ra Sud Olinkraft W No 1 

6. Newport Field 

7. Winn, LA 

8. 55.0 million cubic feet 

9. July 27.1979 

10. United Gas Pipe Line Company 

1.79- 14341/79-1835 

2.17- 111-21302 

3.108 

4. KD Lankford Jr et al 

5. Pennzoil Fee 81A GRU #3 

6. Monroe Gas 

7. Union. LA 

8. 20.0 million cubic feet 

9. July 27, 1979 

10. United Gas Pipe Line Co 
1. 79-14342/79-1830 

2.17- 073-20029 

3. 108 

4. Roy M Teel 

5. Cole Heirs *23 

6. Monroe Gas Rock Field 

7. Ouachita Parish, LA 
8.12.8 million cubic feet 

9. July 27, 1979 

10. IMC Exploration Company 
1. 79-14343/79-1829 

2.17- 073-20028 

3. 108 

4. Roy M Teel 

5. Cole Heirs #21 

6. Monroe Gas Rock Field 

7. Ouachita Parish LA 
8.11,0 million cubic feet 

9. July 27.1979 

10. IMC Exploration Company 

1.79- 14344/79-1745 

2.17- 075-22382 

3.103 

4. Gulf Oil Corporation 

5. NBLB S-l RA SU SL 195 QQ #71 

6. Black Bay (North) 


7. Plaquemines LA 
8.10.0 million cubic feet 

9. July 27. 1979 

10. Southern Natural Gas Co 
1. 79-14345/79-1748 

2.17- 075-22440 

3.103 

4. Gulf Oil Corporation 

5. SL 195 QQ #75 

6. North Black Bay 

7. Plaquemines LA 

8. 90.0 million cubic feet 

9. July 27.1979 

10. Southern Natural Gas Co 
1. 79-14346/79-1771 

2.17- 111-21575 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #729 

6. Monroe Gas Field 

7. Union Parish LA 

8.9.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 
1. 79-14347/79-1888 

2.17- 111-01445 

3.108 

4. Eason Oil Company 

5. Lankford 14 #32409 

6. Monroe 

7. Union LA 

8. 7.0 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14348/79-1871 

2.17- 111-00486 

3. 108 

4. Eason Oil Company 

5. Frost Lbr Ind 24 #107938 

6. Monroe 

7. Union LA 

8. 9.2 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14349/79-1872 

2.17- 111-00348 

3.108 

4. Eason Oil Company 

5. Lankford 2 #22902 

6. Monroe 

7. Union LA 

8. 4.0 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14350/79-1873 

2.17- 111-00177 

3.108 

4. Eason Oil Company 

5. Lankford KD 16 *80335 

6. Monroe 

7. Union LA 

8. 9.3 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14351/79-1874 

2.17- 111-00199 

3. 108 

4. Eason Oil Company 

5. Lankford 15 #32290 

6. Monroe 

7. Union LA 

8. 3.5 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14352/79-1782 


2.17- 111-21652 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #754 

6. Monroe Gas Field 

7. Union Parish LA 

8.11.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 
1. 79-14353/79-1781 

2.17- 111-21677 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #752 

6. Monroe Gas Field 

7. Union Parish LA 

8. 21.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 
1. 79-14354/79-1780 

2.17- 111-21620 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #738 

6. Monroe Gas Field 

7. Union Parish LA 

8.16.0 million cubic feet 

9. July 27,1979 

10. Mid Louisiana Gas Company 
1. 79-14355/79-1779 

2.17- 111-21608 

3. 103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #736 

6. Monroe Gas Field 

7. Union Parish LA 

8. 20.0 million cubic feet 

9. July 27,1979 

10. Mid Louisiana Gas Company 
1. 79-14356/79-1778 

2.17- 111-21646 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #745 

6. Monroe Gas Field 

7. Union Parish LA 

8. 20.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 
1. 79-14357/79-1777 

2.17- 111-21542 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #725 

6. Monroe Gas Field 

7. Union Parish LA 

8. 25.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 
1. 79-14358/79-1776 

2.17- 111-21623 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #741 

6. Monroe Gas Field 

7. Union Parish LA 

8. 20.0 million cubic feet 

9. July 27,1979 

10. Mid Louisiana Gas Company 
1. 79-14359/79-1775 

2.17- 111-21625 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #743 

8. Monroe Gas Field 
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7. Union Parish LA 

8. 28.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 

1. 79-14360/79-1774 

2. 17-111-21538 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #719 

6. Monroe Gas Field 

7. Union Parish LA 

8. 38.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 

1. 79-14361/79-1773 

2.17- 111-21534 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #717 

6. Monroe Gas Field 

7. Union Parish 1A 

8. 32.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 

1. 79-14362/79-1772 

2.17- 111-21655 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #757 

6. Monroe Gas Field 

7. Union Parish LA 

8. 28.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 

1. 79-14363/79-1886 

2. 17-111-00000 

3.108 

4. Eason Oil Company 

5. Lankford 12 #24906 

6. Monroe 

7. Union LA 

8. 6.3 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 

1. 79-14364/79-1887 

2. 17-111-00353 

3.108 

4. Eason Oil Company 

5. Lankford 13 #32091 

6. Monroe 

7. Union LA 

8.12.3 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14365/79-1849 

2.17- 075-22350 

3.103 

4. Gulf Oil Corporation 

5. VU 31J G Timolat B #133 

6. West Bay 

7. Plaquemines LA 

8. 913.0 million cubic feet 

9. July 27.1979 

10. Texas Eastern Transmission Corp 
United Gas Pipeline Company 

1. 79-14366/79-1848 

2.17- 727-20090 

3.103 

4. Texas Internationa! Petroleum Corp 

5. State Lease 4039 #8D 

6. Half Moon Lake 

7. St Bernard LA 

8. 40.0 million cubic feet 

9. July 27.1979 

10. Southern Natural Gas Company 


1. 79-14367/79-1783 

2.17- 111-21606 

3.103 

4. Mid Louisiana Gas Company 

5. MLGC Fee Gas #731 

8. Monroe Gas Field 

7. Union Parish LA 

8.19.0 million cubic feet 

9. July 27.1979 

10. Mid Louisiana Gas Company 

1. 79-14368/79-1880 

2.17- 111-00000 

3.108 

4. Eason Oil Company 

5. Haile 2 #31708 

6. Monroe 

7. Union LA 

8. 6.3 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1.79-14369/79-1881 

2. 17-111-02573 

3. 108 

4. Eason Oil Company 

5. Lankford 3 #23155 

6. Monroe 

7. Union LA 

8. 8.5 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14370/79-1861 

2.17- 027-02091 

3. 108 

4. H E Sutton 

5. PSU C Neel A #1-D 42872 

6. Athens 

7. Claiborne LA 

8.1.4 million cubic feet 

9. July 27,1979 

10. Arkansas Louisiana Gas Co 

1. 79-14371/79-1862 

2. 17-027-02139 

3.108 

4. H E Sutton 

5. Hoss SU U McCalman-Lewis 28891 

6. Athens 

7. Claiborne LA 

8.1.5 million cubic feet 

9. July 27,1979 

10. Arkansas Louisiana Gas Co 
1. 79-14372/79-1863 

2.17- 027-02135 

3.108 

4. H E Sutton 

5. Hoss SU T McCalman-Gandy 1-D 45811 

6. Athens 

7. Claiborne LA 

8.1.2 million cubic feet 

9. July 27.1979 

10. Arkansas Louisiana Gas Co 

1. 79-14373/79-1864 

2. 17-027-02132 

3.108 

4. H E Sutton 

5. Hoss SU N Claude H Hill #1 

6. Athens 

7. Claiborne, LA 

8.1.1 million cubic feet 

9. July 27.1979 

10. Arkansas Louisiana Gas Co 
1. 79-14374/79-1884 

2.17- 111-00445 

3.108 

4. Eason Oil Company 

5. Lankford 11 *24849 


6. Monroe 

7. Union, LA 

8.10.6 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 
1. 79-14375/79-1885 

2.17-111-02572 

3.108 

4. Eason Oil Company 

5. Lankford 9 #23644 

6. Monroe 

7. Union, LA 

8. 3.2 million cubic feet 

9. July 27.1979 

10. Texas Gas Transmission Corp 

Michigan Department of Natural Resources 

1. Control number (F.E.R.C./State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County, State or block No. 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaser(s) 

1. 79-14056 

2. 21-065-00000 

3.102 

4. Petrotech Inc 

5. Grover C Akers Jr Unit #1-24 

6. Wildcat T2N-R2W Section 24 

7. Ingham, MI 

8. .0 million cubic feet 

9. July 27.1979 

10. Mobil Oil Corporation 

1. 79-14061 

2. 21-025-32492 

3.102 

4. Collins Brothers Oil Company 

5. Richard Lavoy #1-21 

6. Lee 21-1S-5W 

7. Calhoun, Ml 

8. 256.0 million cubic feet 

9. July 27,1979 

10. Michigan Gas Utilities Co 

1. 79-14062 

2. 21-025-31740 

3. 102 

4. Collins Brothers Oil Company 

5. Velliquette-Lavoy #5-16 

6. Lee 16A-1S-5W 

7. Calhoun, Ml 

8. 64.0 million cubic feet 

9. July 27,1979 

10. Michigan Gas Utilities Co 

Mississippi Oil and Gas Board 

1. Control number (F.E.R.C./State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County. State or block No. 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaser(s) 

1. 79-14115/7179437 

2. 23-095-20270 

3.102 

4. Pruet & Hughes Operating Co 

5. Irons Unit #25-3 Well #1 

6. Buttahatchie River 
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7 Monroe. MS 

8. 548.0 million cubic feet 
9 July 27.1979 

10. Tennessee Gas Pipeline Co 

1. 79-14116/7079437 

2. 23-095-20270- 

3. 102 

4. Pruet ft Hughes Op -ating Co 

5. Irons Unit #25-3 Well 

6. Buttahatchie River 

7. Monroe. MS 

8.183.0 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co 

1. 79-14117/7579361 

2. 23-029-20019 
3.102 

4. Kilroy Company of Texas Inc 

5. International Paper Co No. 1 

6. Glancy Field 

7. Copiah. MS 

8.1.095.0 million cubic feet 

9. July 27.1979 

10. Mississippi Power and Light 

1. 79-14118/74-79-361 

2. 23-029-20014 

3.107 

4. Kilroy Company of Texas Inc 

5. R D Sanders No. 1 

6. Glancy 

7. Copiah. MS 

8. 730.0 million cubic feet 

9. July 27.1979 

10. Mississippi Power and Light 

1. 79-14119/69-79-435 

2. 23-073-20121 

3.102 

4. Sun Oil Company (Delaware) 

5. Ross Beatty Well No 1 

6. Tatums Camp 

7. Lamar. MS 

8.1.460.0 million cubic feet 

9. July 27. 1979 

10. Alabama Tennessee Natural Gas Co 

1. 79-14120/65-79-146 

2.23-065-20116 

3.102 103 

4. System Fuels Inc 

5. A F Steele 31-6 Well No 1 

8. Grange 

7. Jefferson Davis. MS 

8. 900.0 million cubic feet 

9. July 27.1979 

10. System Fuels Inc. Southern Natural Gus 
Company 

1. 79-14121/64-79-420 

2. 23-065-20069 

3.102 

4. First Energy Corporation 

5. Jessie P Diffrient Well #1 

6. Holiday Creek 

7. Jefferson Davis. MS 

8. 164.3 million cubic feet 

9. July 27.1979 

10. Lithium Corporation of America 

1. 79-14122/63-79-418 

2. 23-065-20102 

3.102 107 

4 Harkins ft Company 

5. Barnes Unit 9-10 Number 1 Well 

6. Greens Creek Field 

7. Jefferson Davis Counms. MS 

8. 1.825.0 million cubic feet 

9. July 27.1979 

10. Transcontinental Pipeline Corp 


1.79- 14123/56 53(3) 

2. 23-035-000< * 

3.108 

4. Marathon O »mpany 

5. Unit SW-11 = T 

6. Maxie 

7. Forrest. MS 

8.11.8 million cubic feet 

9. July 27. 1979 

10. United Gas Pipe Line Company 

1.79- 14124/29-79-370 
2. 23-091-20034 

3.102 

4. System Fuels Inc 

5. Shirley McKenzie Well No 1 

6. Hurricane Creek 

7. Marion MS 

8. 360.0 million cubic feet 

9. July 27.1979 

10 . 

1. 79-14125/72-79-437 

2. 23-095-20221 

3. 102 

4. Pruet ft Hughes Operating Co 

5. Walker Unit #26-1 Well #1 

6. Buttahatchie River 

7. Monroe MS 

8.110.0 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co 

New Mexico Department of Energy and 
Minerals, Oil Conservation Division 

1. Control Number (FERC/State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well Name 

6. Field or OCS area name 

7. County, State or block No. 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaser(s) 

1. 79-14043 

2. 30-025-00000 

3.108 

4. Coquina Oil Corporation 

5. Janda State #2 

6. Langlie—MATTIX 

7. Lea NM 

8.13.0 million cubic feet 

9. July 27.1979 

10. El Paso Natural Gas 

1.79- 14044 

2. 30-025-00000 

3. 108 

4. Coquina Oil Corporation 

5. Janda State #1 

6. Langlie—Mattix 

7. Lea NM 

8.13.0 million cubic feet 

9. July 27, 1979 

10. El Paso Natural Gas Company 

1. 79-14045 

2. 30-025-00000 

3. 108 

4. Amerada Hess Corporation 

5. J G Hare #7 

6. Eunice 

7. Lea NM 

8.11.1 million cubic feet 

9. July 27.1979 

10. Northern Natural Gas Company 

1. 79-14046 

2. 30-015-00000 


3.108 

4. Yates Pe» 

5. Loyd Fos 

6. Dagger D« 

7. Eddy NM 

8. 2.4 millior 

9. July 27.19 

10. Transwe- 


n Corporation 
-1 

Wolfcamp 
c feet 

t Pipeline Co 


1. 79-14047 ^ 

.2. 30-015-22174 

3.108 

4. Yates Petroleum Corporation 

5. Penasco IW Com #1 

8. Wildcat Wolfcamp 

7. Eddy NM 

8. .7 million cubic feet 

9. July 27.1979 

10. Yates Petroleum Corporation 

1. 79-14048 

2. 30-015-21754 

3.108 

4. Yates Petroleum Corporation 

5. Gable t'V Com #1 

6. Eagle Creek Permo-Penn 
7 r . Eddy NM 

8.14.0 million cubic feet 

9. July 27.1979 

10. Transwestem Pipeline Company 

1. 79-14049 

2. 30-045-08209 

3.108 

4. Helen Loraine Harvey 

5. Mary Hare #1 

6. Aztec Fruitland 

7. San Juan NM 

6 5.4 million cubic feet 

9. July 27.1979 

10. El Paso Natural Gas Company 

1. 79-14050 

2. 30-045-08132 

3.108 

4. Locke-Taylor Drilling Company 

5. Tycksen No 1 

6. West Kutz Fruitland 

7. San Juan NM 

8.18.9 million cubic feet 

9. July 27.1979 

10. El Paso Natural Gas Company 

1. 79-14051 

2. 30-039-20613 

3.108 

4. El Paso Natural Gas Company 

5. San Juan 27-5 Unit #158 

6. Tapacito-Pictured Cliffs Gas 

7. Rio Arriba NM * 

8. 20.0 million cubic feet 

9. July 27.1979 

10. El Paso Natural Gas Company. Northwest 
Pipeline Corporation 

1. 79-14052 

2. 30-045-10000 

3.108 

4. El Paso Natural Gas Company 

5. Moncrief Com A -2 

6. Basin-Dakota Gas 

7. San Juan NM 

8. 15.3 million cubic feet 

9. July 27.1979 

10. El Paso Natural Gas Company 

1. 79-14053 

2. 30-015-22474 

3. 102 

4. J C Barnes Oil Company 

5. No 1 Big Chief Comm 
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6. Wildcat 

7. Eddy NM 

8. 547.5 million cubic feet 

9. July 27.1979 

10. El Paso Natural Gas Company 

1. 79-14054 

2. 30-015-20892 

3. 108 

4. Yates Petroleum Corporation 

5. Stonewall DD Com ^1 

6. Burton-Flat Morrow 

7. Eddy NM 

8.10.6 million cubic feet 

9. July 27.1979 

10. Transwestern Pipeline Company 

1. 79-14055 

2. 30-015-21705 

3. 108 

4. Yates Petroleum Corporation 

5. Foster FF Com #1 

6. Cemetery Morrow 

7. Eddy NM 

8. 3.3 million cubic feet 

9. July 27.1979 

10. Transwcstem Pipeline Co 

1. 79-14057 

2. 30-025-26017 

3.102 

4. Gifford Mitchell & Wisenbaker 

5. Sitting Bull Well #1 

6. Sioux Yates 

7. Lea NM 

8.11.0 million cubic feet 

9. July 27.1979 

10. El Paso Natural Gas Co. 

1. 79-14058 

2. 30-025-26027 

3.102 

4. Gifford Mitchell & Wisenbaker 

5. Sitting Bull A Well #1 

6. Sioux Yates 

7. Lea NM 

8.128.0 million cubic feet 

9. July 27.1979 

10. El Paso Natural Gas Company 

1. 79-14059 

2. 30-045-00000 
3.108 Denied 

4. Dugan Production Corp 

5. Com #1 

6. Basin-Dakota 

7. San Juan NM 

8. 2.0 million cubic feet 

9. July 27.1979 

10. El Paso Natural Gas Company 

1. 79-14060 

2. 30-045-23200 

3.103 

4. Dugan Production Corp 

5. Winifred #2 

6. Harper Hill Fruitland PC 

7. San Juan NM 

8. 48.0 million cubic feet 

9. July 27.1979 

10. El Paso Natural Gas Company 

New York Department of Environmental 
Conservation. Bureau of Mineral Resources 

1. Control Number (FERC/State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County. State or block No. 


8. Estimated annual volume 

9. Date received at FERC 

10. Purchaser^) 

1. 79-14067/686 

2. 31-029-13723 

3.102 

4. P & S Drilling Inc 

5. Ells #1 

6. Buffalo Creek 

7. Erie NY 

8.13.5 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Dist Corp 

1. 79-14068/716 

2. 31-029-13228 

3.103 

4. SCG Gas Quest Inc 

5. Diocese of Buffalo #1 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14069/715 

2. 31-029-12898 

3.103 

4. SCG Gas Quest Inc 

5. Miller #1 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14070/714 

2. 31-029-12897 

3. 103 

4. SCG Gas Quest Inc 

5. Howies *1 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27,1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14071/713 

2. 31-029-12875 

3. 103 

4. SCG Gas Quest Inc 

5. Mortimer A Sullivan #1 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14072/712 

2. 31-029-12853 

3. 103 

4. SCG Gas Quest Inc 

5. Norman E Bromley Et Ux #1 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14073/711 

2. 31-029-12759 

3.103 

4. SCG Gas Quest Inc 

5. Milius-Thomas #2 

6. Eden-Evans 

7. Erie NY 


8. 36.5 million cubic feet 

9. July 27,1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14074/710 

2. 31-029-12757 

3.103 

4. SCG Gas Quest Inc 

5. Milius-Thomas ~1 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27,1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14075/709 

2. 31-029-12760 

3.103 

4. SCG Gas Quest Inc 

5. Wheelock-Tumbull #2 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14076/708 

2. 31-029-12758 

3.103 

4. SCG Gas Quest Inc 

5. Wheelock-Tumbull #1 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14077/707 

2. 31-029-13227 

3.103 

4. SCG Gas Quest Inc 

5. Diocese of Buffalo #2 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14078/706 

2. 31-029-13303 

3.103 

4. SCG Gas Quest Inc 

5. N C Farming 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27,1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14079/705 

2. 31-029-13306 

3. 102 

4. SCG Gas Quest Inc 

5. Henrich #1 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14080/704 

2. 31-029-13228 

3. 102 

4. SCG Gas Quest Inc 

5. Garcia #1 
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6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14081/703 

2. 31-029-12896 

3.102 

4. SCG Gas Quest Inc 

5. Yager *1 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14082/702 

2. 31-029-13536 

3.102 

4. SCG Gas Quest Inc 

5. Lardo #1 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1 79-14083/701 
2. 31-029-13535 

3.102 

4 SCG Gas Quest Inc 

5. Fra lick #1 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14084/700 
2.31-029-13304 

3.102 

4. SCG Gas Quest Inc 

5. Bower #1 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14085/699 

2. 31-029-13230 

3.102 

4. SCG Gas Quest Inc 

5. Howies #2 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27,1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1.79-14086/698 
2. 31-029-13229 

3.102 

4 SCG Gas Quest Inc 

5. Miller #2 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14087/697 

2. 31-029-13231 

3.102 


4. SCG Gas Quest Inc 

5. Yager #2 

6. Eden-Evans 

7. Erie NY 

8. 38.5 million cubic feet 

9. July 27.1979 

10. Tennessee Gas Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14088/696 

2. 31-029-13305 

3.102 

4. SCG Gas Quest Inc 

5. Martens #1 

6. Eden-Evans 

7. Erie NY 

8. 36.5 million cubic feet 

9. July 27.1979 

10. Tennessee Ga^Pipeline Co Southern 
Connecticut Gas Co 

1. 79-14089/732 

2. 31-013-13237 

3.103 

4. Joseph Mikula 

5. Forbes-Rizzo *3 

6. Lake Shore 

7. Chautauqua NY 

8. 45.5 million cubic feet 

9. July 27.1979 

10. National Fuel Gas 

1. 79-14090/34 

2. 31-013-13120 

3.103 

4. Envirogas Inc. 

5. Cochrane Farms Inc. #4 

6. Lakeshore 

7. Chautauqua, NY 

8.18.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Corporation 
1. 79-14091/33 

1. 31-013-13119 

3.103 

4. Envirogas Inc. 

5. Cochrane Farms Inc. #3 

6. Lakeshore 

7. Chautauqua. NY 

8.18.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Corporation 

1. 79-14092/413 

2. 31-013-13712 

3.103 

4. Oilmark & Co. Inc. 

' 5. Yerico #2 

6. Lakeshore 

7. Chautauqua, NY 

8. 210.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas 

1. 79-14093/412 

2. 31-013-13711 

3.103 

4. Oilmark & Co. Inc. 

5. Yerico #1 

6. Lakeshore 

7. Chautauqua, NY 

8. 200.0 million cubic feet 

9. July 27. 1979 

10. National Fuel Gas 

1. 79-14094/411 

2. 31-013-13709 

3.103 

4. Oilmark & Co. Inc. 

5. Chant #2 


6. Lakeshore 

7. Chautauqua, NY 

8. 200.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas 

1. 79-14095/410 

2. 31-013-13708 
3.103 

4. Oilmark & Co. Inc. 

5. Chant #1 

6. Lakeshore 

7. Chautauqua. NY 

8. 200.0 million cubic feet 

9. July 27.1979 * 

10. National Fuel Gas 

1. 79-14096/15 

2. 31-029-12719 
3.103 

4. NYS Natural Gas Company 

5. #1 Berner 31-029-12719 

6. Elma Field 

7. Erie. NY 

8. 25.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Co. 

1. 79-14097/14 

2. 31-029-12782 

3. 103 

4. NYS Natural Gas Company 

5. #1 Jeziersky 

6. Elma Field 

7. Erie. NY 

8.10.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Co. 

1. 79-14098/13 

2. 31-029-12783 
3.103 

4. NYS Natural Gas Company 

5. -1 Lein 

6. Elma Field 

7. Erie. NY 

8.10.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Co. 

1. 79-14099/12 

2. 31-029-13283 
3.103 

4. NYS Natural Gas Company 

5. #1 Leon Berner 

6. Elma Field 

7. Erie. NY 

8. 25.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas.Supply Co. 

1. 79-14100/11 

2. 31-029-12784 
3.103 000 000 

4. NYS Natural Gas Company 

5. #1 Kaiser 
8. Elma Field 

7. Erie. NY 

8. 20.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Co. 

1. 79-14101/10 

2. 31-029-13282 
3.103 

4. NYS Natural Gas Company 

5. #1 Ward 

6. Elma Field 

7. Erie. NY 

8. 25.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Co. 
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1. 79-14102/9 

2. 31-029-13594 

3.103 • 

4. NYS Natural Gas Company 

5. #1 Boldt 

6. Elma Field 

7. Erie, NY 

8.15.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Co. 

1. 79-14103 

2. 31-029-12781 

3.103 

4. NYS Natural Gas Company 

5. #1 Reinhardt 

6. Elma Field 

7. Erie. NY 

8. 20.0 million cubic feet 

9. July 27,1979 

10. National Fuel Gas Supply Co. 

1. 79-14104/60 

2. 31-013-13056 

3.103 

4. Envirogas Inc. 

5. Wright #2 

6. Lakeshore 

7. Chautauqua. NY 

8.18.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Corporation 

1. 79-14105/59 

2. 31-013-12961 

3.103 

4. Envirogas Inc. 

5. Wright #1 

6. Lakeshore 

7. Chautauqua. NY 

8.18.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Corporation 

1. 79-14106/57 

2. 31-013-13221 

3.103 

4. Envirogas Inc. 

5. Wakeley #1 

6. Lakeshore 

7. Chautauqua. NY 

8.18.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Corporation 

1. 79-14107/55 

2. 31-013-12771 

3.103 

4. Envirogas Inc. 

5. Tenhuisen #3 

6. Lakeshore 

7. Chautauqua. NY 

8.18.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Corporation 

1. 79-14108/54 

2. 31-013-12770 

3.103 

4. Envirogas Inc. 

5. Tenhuisen #2 

6. Lakeshore 

7. Chautauqua, NY 

8.18.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Corporation 

1. 79-1409/53 

2. 31-013-12766 

3.103 

4. Envirogas Inc. 

5. Tenhuisen #1 


6. Lakeshore 

7. Chautauqua, NY 

8.18.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Corporation 

1. 79-14110/50 

2. 31-013-12935 

3.103 

4. Envirogas Inc. 

5. Quagliano #1A 

6. Lakeshore 

7. Chautauqua. NY 

8.18.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Corporation 

1. 79-14111/49 

2. 31-013-13087 

3.103 

4. Envirogas Inc. 

5. Ossman #1 

6. Lakeshore 

7. Chautauqua. NY 

8.18.0 million cubic feet 

9. July 27,1979 

10. National Fuel Gas Supply Corporation 

1. 79-14112/48 

2. 31-013-13544 

3.103 

4. Envirogas Inc. 

5. McDonald #1 

6. Lakeshore 

7. Chautauqua, NY 

8.18.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Corporation 

1. 79-14113/46 

2. 31-013-12952 

3.103 

4. Envirogas Inc. 

5. McCutcheon #1 

6. Lakeshore 

7. Chautauqua, NY 

8.18.0 million cubic feet 

9. July 27.1979 

10. National Fuel Gas Supply Corporation 
1.79-14114/44 

2. 31-013-12915 

3.103 

4. Envirogas Inc. 

5. Mason #1 

6. Lakeshore 

7. Chautauqua, NY 

8.18.0 million cubic feet 

9. July 27,1979 

10. National Fuel Gas Supply Corporation 

West Virginia Department of Mines, Oil and 
Gas Division 

1. Control Number (F.E.R.C./State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County, State or Block No. 

8. Estimated Annual Volume 

9. Date Received at FERC 

10. Purchasers) 

1. 79-14145 

2. 47-013-01631 
3.108 

4. Allegheny Land & Mineral Co 

5. A-13 

6. Sherman District 

7. Calhoun, WV 


8. 2.4 million cubic feet 

9. July 30.1979 

10. Consolidated Gas Supply Corp 

1. 79-14146 

2. 47-085-01919 
3.108 

4. Allegheny Land & Mineral Co 

5. A-15 

6. Union District 

7. Ritchie. WV 

8. 2.1 million cubic feet 

9. July 30,1979 

10. Consolidated Gas Supply Corp 

1, 79-14147 

2. 47-021-01179 
3.108 

4. Allegheny Land & Mineral Co 

5. A-89 

6. Center District 

7. Gilmer, WV 

8. 3.3 million cubic feet 

9. July 30.1979 

10. Consolidated Gas Supply Corp 

1. 79-14148 

2. 47-041-00468 
3.108 

4. Allegheny Land & Mineral Co 

5. A-70 

6. Hackers Creek District 

7. Lewsi. WV 

8. 2.6 million cubic feet 

9. July 30.1979 

10. Equitable Gas 

1. 79-14149 

2. 47-041-00794 
3.108 

4. Allegheny Land & Mineral Co 

5. A-151 

6. Court House District 

7. Lewis. WV 

8. 2.6 million cubic feet 

9. July 30,1979 

10. Equitable Gas 
. 1.79-14157 

2. 47-033-00750 
3.108 

4. Consolidated Gas Supply Corp 

5. B Maxwell 11685 

6. West Virginia other A-85772 

7. Harrison, WV 

8.11.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14158 

2. 47-033-00863 
3.108 

4. Consolidated Gas Supply Corp 

5. Q Boggess 11858 

6. West Virginia other A-85772 

7. Harrison. WV 

8.16.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14159 

2. 47-033-00715 
3.108 

4. Consolidated Gas Supply Corp 

5. T L Evans 11545 

6. West Virginia other A-85772 

7. Harrison. WV 

8. 4.0 million cubic feet 

9. July 30,1979 

10. General System Purchasers 
1. 79-14160 
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2. 47-033-00714 

3.108 

4. Consolidated Gas Supply Corp 

5. M A Lowther 11598 

6. West Virginia A-85772 

7. Harrison, WV 

8.10.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14161 

2. 47-033-00878 

3.108 

4. Consolidated Gas Supply Corp 

5. R Martin 11886 

6. West Virginia other A-85772 

7. Harrison, WV 

8. 20.0 million cubic feet 

9. July 30,1979 

10. General System Purchasers 
1.79-14162 

2. 47-033-00869 

3.108 

4. Consolidated Gas Supply Corp 

5. Union National Bank 11875 

6. West Virginia other A-85772 

7. Harrison. WV 

8.11.0 million cubic feet 

9. July 30,1979 

10. General System Purchasers 

1. 79-14163 

2. 47-033-00865 

3.108 

4. Consolidated Gas Supply Corp 
5.1 Stuttler 11862 

6. West Virginia other A-85772 

7. Harrison, WV 

8.16.0 million cubic feet 

9. July 30,1979 

10. General System Purchasers 

1. 79-14164 

2. 47-033-00775 

3.108 

4. Consolidated Gas Supply Corp 

5. P Maxwell 11728 

6. West Virginia A-85772 

7. Harrison. WV 

8. 60 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14165 

2. 47-033-00763 

3.108 

4. Consolidated Gas Supply Corp 

5. B Wilson 11630 

6. West Virginia other A-85772 

7. Harrison, WV 

8.1.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14166 

2. 47-033-00757 

3.108 

4. Consolidated Gas Supply Corp 

5. A C Thrash 11628 

6. West Virginia other A-85772 

7. Harrison. WV 

8.12.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14167 

2. 47-021-02459 

3.108 

4. Consolidated Gas Supply Corp 

5. W G Bennett HRS 11738 

6. West Virginia other A-85772 


7. Gilmer. WV 

8.18.0 million cubic feet 

9. July 30,1979 

10. General System Purchasers 

1. 79-14168 

2. 47-033-00779 

3.108 

4. Consolidated Gas Supply Corp 

5. R Sommerville 11721 

6. West Virginia other A-85772 

7. Harrison. WV 

8.11.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14205 

2. 47-033-00784 

3.108 

4. Consolidated Gas Supply Corp 

5. H Maxon 11754 

6. West Virginia other A-85772 

7. Harrison. WV 

8.1.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14206 

2. 47-033-00785 

3.108 

4. Consolidated Gas Supply Corp 

5. L Allen 11722 

6. West Virginia other A-85772 

7. Harrison, WV 

8. 9.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14207 

2. 47-033-00788 

3.108 

4. Consolidated Gas Supply Corp 

5. L Stout 11713 

6. West Virginia other A-85772 

7. Harrison, WV 

8.12.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14208 

2. 47-033-00794 

3.108 

4. Consolidated Gas Supply Corp 

5. M Slussar 11715 

6. West Virginia other A-85772 

7. Harrison. WV 

8.10.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14209 

2. 47-033-00795 

3.108 

4. Consolidated Gas Supply Corp 

5. J Corbin 11753 

6. West Virginia other A-85772 

7. Harrfson. WV 

8.14.0 million cubic feet 

9. July 30,1979 

10. General System Purchasers 

1. 79-14210 

2. 47-033-00798 

3.108 

4. Consolidated Gas Supply Corp 

5. E Washburn 11750 

6. West Virginia other A-85772 

7. Harrison. WV 

8.17.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 
1. 79-14211 


2. 47-033-00799 

3.108 

4. Consolidated Gas Supply Corp 

5. M Stout 11718 

6. West Virginia other A-85772 

7. Harrison. WV 

8.1.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14212 

2. 47-033-00805 

3.108 

4. Consolidated Gas Supply Corp 

5. A Post 11755 

6. West Virginia other A-85772 

7. Harrison. WV 

8. 5.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14213 

2. 47-021-02485 

3.108 

4. Consolidated Gas Supply Corp 

5. J E Arbuckle 11827 

6. West Virginia other A-85772 

7. Gilmer. WV 

8. 4.0 million cubic feet 

9. July 30,1979 

10. General System Purchasers 

1. 79-14214 

2. 47-021-02539 

3.108 

4. Consolidated Gas Supply Corp 

5. L Mick 11901 

6. West Virginia other A-85772 

. 7. Gilmer. WV 

8.1.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14215 

2. 47-033-00730 

3.108 

4. Consolidated Gas Supply Corp 

5. J H McDonald 11627 

6. West Virginia A-85772 

7. Harrison. WV 

6. 3.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14216 

2. 47-033-00732 

3.108 

4. Consolidated Gas Supply Corp 

5. C L Andrews 11631 

6. West Virginia A-85772 

7. Harrison. WV 

8. 3.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14217 

2. 47-033-00716 

3. 108 

4. Consolidated Gas Supply Corp. 

5. H. J. Garrett 11708 

6. West Virginia A-85772 

7. Harrison. WV 

8. 2.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14218 

2. 47-021-02537 

3.108 

4. Consolidated Gas Supply Corp. 

5. L Bennett 11899 

6. West Virginia Other A-85772 
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7. Gilmer. WV 

8. 6.0 million cubic feet 

9. July 30,1979 

10. General System Purchasers 

1. 79-14219 

2. 47-033-00719 

3. 108 

4. Consolidated Gas Supply Corp. 

5. W. B. Maxwell 11544 

6. West Virginia Other A-85772 

7. Harrison, WV 

8. 8.0 million cubic feet 

9. July 30,1979 

10. General System Purchasers 

1. 79-14220 

2. 47-033-00726 

3.108 

4. Consolidated Gas Supply Corp. 

5. L. J. Allen 11543 

6. West Virginia Other A-85772 

7. Harrison, WV 

8.13.0 million cubic feet 

9. July 30, 1979 

10. General System Purchasers 

1. 79-14221 

2. 47-033-00713 

3.108 

4. Consolidated Gas Supply Corp. 

5. R. S. Hershey 11597 

6. West Virginia Other A-85772 

7. Harrison, WV 

8.16.0 million cubic feet 

9. July 30,1979 

10. General System Purchasers 

1. 79-14222 

2. 47-021-02546 

3. 108 

4. Consolidated Gas Supply Corp. 

5. J. Kuhl 11788 

6. West Virginia Other A-85772 

7. Gilmer, WV 

8. 3.0 million cubic feet 

9. July 30,1979 

10. General System Purchasers 

1. 79-14223 

2. 47-033-00674 

3.108 

4. Consolidated Gas Supply Corp. 

5. P. D. Ruckman 11555 

6. West Virginia Other A-85772 

7. Harrison, WV 

8.13.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14224 

2. 47-033-00700 

3.108 

4. Consolidated Gas Supply Corp. 

5. A. W. Davis 11667 

6. West Virginia Other A-85772 

7. Harrison, WV 

8.15.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14225 

2. 47-033-00703 

3.108 

4. Consolidated Gas Supply Corp. 
5.1. N. Burnside 11533 

6. West Virginia Other A-85772 

7. Harrison. WV 

8. 4.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 
1. 79-14226 


2. 47-033-00704 

3. 108 

4. Consolidated Gas Supply Corp. 

5. L. McMillen 11546 

6. West Virginia Other A-85772 

7. Harrison, WV 

8.17.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14227 

2. 47-033-00706 

3.108 

4. Consolidated Gas Supply Corp. 

5. L N. Burnside 11540 

6. West Virginia Other A-85772 

7. Harrison, WV 

8.12.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14228 

2. 47-033-00727 

3.108 

4. Consolidated Gas Supply Corp. 

5. M. R. Bond 11689 

6. West Virginia Other A-85772 

7. Harrison, WV 

8.13.0 million cubic feet 

9. July 30.1979 

10. General System Purchasers 

1. 79-14229 

2. 47-033-00733 

3.108 

4. Consolidated Gas Supply Corp. 

5. L Haymond 11629 

6. West Virginia Other A-85772 

7. Harrison. WV 

8. 8.0 million cubic feet 

9. July 30. 1979 

10. General System Purchasers 

1. 79-14230 

2. 47-017-01486 

3.108 

4. James F. Scott 

5. C. Frum (S-43) 

6. Grant District 

7. Doddridge, WV 

8. 4.1 million cubic feet 

9. July 30.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14231 

2. 47-017-01485 

3.108 

4. James F. Scott 

5. Tate Bros. #1 (S—40) 

6. Grant District 

7. Doddridge, WV 

8. 4.1 million cubic feet 

9. July 30,1979 

10. Consolidated Gas Supply Corp. 

1. 79-14232 

2. 47-017-01484 

3. 108 

4. Consolidated Gas Supply Corp. 

5. James F. Scott 

6. Grant District 

7. Doddridge, WV 

8. 4.1 million cubic feet 

9. July 30. 1979 

10. Consolidated Gas Supply Corp. 

1. 79-14233 

2. 47-017-01483 

3. 108 

4. James F. Scott 

5. R. B. Ross #1 (S-34) 

6. Grant District 


7. Doddridge, WV 

8. 4.1 million cubic feet 

9. July 30.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14234 

2. 47-017-01482 

3. 108 

4. James F. Scott 

5. F. Tate *1 (S-38) 

6. Grant District 

7. Doddridge, WV 

8. 4.1 million cubic feet 

9. July 30.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14235 

2. 47-017-01448 

3.108 

4. James F. Scott 

5. John P. Orr A (S-14) 

6. Grant District 

7. Doddridge. WV 

8.1.4 million cubic feet 

9. July 30,1979 

10. Consolidated Gas Supply Corp. 

1. 79-14236 

2. 47-017-01415 

3.108 

4. James F. Scott. 

5. Geo Cumberledge (S—8) 

6. McClellan District 

7. Doddridge, WV 

8.1.4 million cubic feet 

9. July 30.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14237 

2. 47-017-01303 

3.108 

4. James F. Scott 

5. Shields J. T. (S—7) 

6. McClellan District 

7. Doddridge, WV 

8. 2.0 million cubic feet 

9. July 30.1979 

10. Consolidated Gas Supply Corp. 
1.79-14238 

2. 47-017-01252 

3.108 

4. James F. Scott 

5. Justice M #2 (S-6) 

6. McClellan District 

7. Doddridge, WV 

8. .0 million cubic feet 

9. July 30.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14239 

2. 47-007-00912 

3.108 

4. James F. Scott 

5. A. G. Toms (S-164) 

6. Saltlick District 

7. Braxton, WV 

8. 4.3 million cubic feet 

9. July 30.1979 

10. Consolidated Gas Supply Corp. 

1. 79-14240 

2. 47-017-00505 

3.108 

4. James F. Scott 

5. Edwin Chapman (S-9) 

6. Cove District 

7. Doddridge, WV 

8.1.6 million cubic feet 

9. July 30,1979 

10. Consolidated Gas Supply Corp. 
1. 79-14241 
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2.47-017-00883 
3.108 

4. |ames F. Scott 

5. Dan Smith #1 (S-l) 

6. McClellan District 

7. Doddridge, WV 

8. 2.7 million cubic feet 

9. July 30.1979 

10 Consolidated Gas Supply Corp. 

1. 70-14242 

2. 47-017-00917 
3.108 

4. James F. Scott 

5. Dan Smith #2 (S-2) 

8. McClellan District 

7. Doddridge. WV 

8. 2.7 million cubic feet 

9. July 30,1979 

10. Consolidated Gas Supply Corp. 

1. 79-14243 

2. 47-017-01531 
3.108 

4 James F. Scott 

5. W. A. McMillan (S-53J 

6. Grant District 

7. Doddridge. WV 

8. 7.3 million cubic feet 

9. July 30.1979 

10. Consolidated Gas Supply Corp. 
Geological Survey 

Metairie. La 

1. Control Number (F.E.R.C./State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County, State or Block No. 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaserfs) 

1. 79-14150/G8-204 
2.17-701-14041-00S1-O 

3.102 

4. Ocean Production Company 

5. OCS-G 063 No. 33A 

6. Ship Shoal 113 Field 

7.93 

8. 275.0 million cubic feet 

9. July 30,1979 

10. Transcontinental Gas PL Corp. 

Tulsa, Okla. 

1. Control number (F.E.R.C./State) 

2. API well number 

3. Section of NGPA 

4. Operator 

5. Well name 

6. Field or OCS area name 

7. County, State or Block No. 

8. Estimated annual volume 

9. Date received at FERC 

10. Purchaser(s) 

1. 79-14064/KN42-9 

2. 15-093-20590-0000-0 

3.103 

4. Mobil Oil Corporation 

5. Hugoton U.S.A. No. 2 

6. Panoma 

7. Kearny. KS 

8. 70.0 million cubic feet 
9 July 27.1979 

10. Cities Service Gas Company 
1. 79-14O65/KN32-0 


2.15-055-20339-0000-0 

3.103 

4. Helmerich & Payne Inc 

5. USA J No. 1 

6. Panoma Gas Area 538159 

7. Finney. KS 

8.110.0 million cubic feet 

9. July 27.1979 

10. Colorado Interstate Gas Company 

1. 79-14066/KN33-9 

2. 15-093-20584-0000-0 

3.103 

4. Helmerich & Payne Inc 

5. Campbell A No. 2 

6. Panoma Gas Area 538159 

7. Kearny. KS 

8.110.0 million cubic feet 

9. July 27.1979 

10. Colorado Interstate Gas Company 

1. 79-14063/OK 43-9 

2. 35-011-20982-0000-0 

3.103 

4. An-son Corporation 

5. Tobacco #1-30 

6. Tobacco 

7. Blaine. OK 

a 700,0 million cubic feet 

9. July 27.1979 

10. Delhi Gas Pipeline Company. 

The applications for determination in 
these proceedings together with a copy 
or description of other materials in the 
record on which such determinations 
were made are available for inspection, 
except to the extent such material is 
treated as confidential under 18 CFR 
275.206, at the Commission’s Office of 
Public Information. Room 1000, 825 
North Capitol Street, NE.. Washington, 
D.C. 20426. 

Persons objecting to any of these final 
determinations may, in accordance with 
18 CFR 275.203 and 18 CFR 275.204, file a 
protest with the Commission on or 
before September 10,1979. 

Please reference the FERC control 
number in all correspondence related to 
these determinations. 

Kenneth F. Plumb. 

Secretary. 

|FR Doc. 78-28474 Filed 8-23-79: 8:45 am) 

BILLING CODE S4S0-01-H 


[Docket No. ID-1877J 

Richard A. Crabtree; Application 

August 16.1979. 

Take notice that on August 9,1979, 
Richard A. Crabtree (Applicant) filed an 
application pursuant to Section 305 (b) 
of the Federal Power Act to hold the 
following positions: 


Position Name of corporation Classificatton 


Treasurer --- Central Maine Power Public utility 

CO 

Treasurer- Memo Yankee Public utitty 

Atomic Power Co. 

Treasurer- Maine Electric Power Public utility 

Co . Inc.. 


Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission. 825 
North Capitol St.. NE.. Washington. D.C. 
20426. in accordance with §§ 18 and 
1.10 of the Commission’s Rules of 
Practice and Procedure (18 CFR 1.8 and 
1.10). All such petitions or protests 
should be filed on or before September 
6.1979. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a petition to 
intervene. Copies of this filing are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc. 79-28471 Filed 8-23-79: MS am) 

BILUNG CODE 6450-01-41 


(Docket No. ID-1878] 

Robert F. Scott; Application 

August 16,1979. 

Take notice that on August 9,1979, 
Robert F. Scott, (Applicant) filed an 
application pursuant to Section 305(b) of 
the Federal Power Act to hold the 
following positions: 

Position Name of corporation Ctaastkcation 


Senior Vice Pres.. Central Maine Power Public utibty 

Customer Service Co 
and Rates. 

Orector _ Central Maine Power Public utility 

Co. 

Director --- Maine Yankee Public utikty 

Atomic Co. 


Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street NE.. Washington, 
D.C. 20426, in accordance with §§ 1.8 
and 1.10 of the Commission's Rules of 
Practice and Procedure (18 CFR 1.8 and 
1.10). All such petitions or protests 
should be filed on or before September 
6,1979. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a petition to 
intervene. Copies of this filing are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb. 

Secretary. 

(PR Doc 79-28472 Filed 8-23-79; *45 am) 

BILLING COOE 6450-0!-M 
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(Docket No. ID-16311 

Robert D. Weimer; Application 

August 16.1979. 

Take notice that on August 9,1979, 
Robert D. Weimer, (Applicant) filed an 
application pursuant to Section 305 (b) 
of the Federal Power Act to hold the 
following positions: 


Position 

Name of corporation 

Classification 

Chairman of the 

Deimarva Power and 

Public utility. 

Board and Chief 

Light Co . 


Executive Officer 




Any person desiring desiring to be 
heard or to protest said filing should file 
a petition to intervene or protest with 
the Federal Energy Regulatory 
Commission, 825 North Capitol Street, 
N.E., Washington. D.C., 20426, in 
accordance with § § 1.8 and 1.10 of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 and 1.10). All such 
petitions or protests should be filed on 
or before September 6,1979. Protests 
will be considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must file a petition to intervene. Copies 
of this filing are on file with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb, 

Secretary. 

(PR Doc. 70-26473 Filed 8-23-79; 8:45 am) 

BILUNG CODE 6450-01-M 


(Docket No. CP79-427J 

Southwest Gas Corp.; Application 

August 20.1979. 

Take notice that on August 2,1979, 
Southwest Gas Corporation 
(Southwest), P.O. Box 15015, Las Vegas, 
Nevada 89114. filed in Docket No. CP79- 
427 an application pursuant to Section 
7(c) of the Natural Gas Act for a 
certificate of public convenience and 
necessity authorizing the construction 
and operation of certain additional 
transmission facilities in its northern 
Nevada system all as more fully set 
forth in the application which is on file 
with the Commission and open for 
public inspection. 

Southwest states that its Northern 
Nevada jurisdictional transmission 
system extends from the Idaho-Nevada 
border to the California-Nevada state 
line near the north and south ends of 
Lake Tahoe. 


The proposed facilities consist of 2,294 
feet of 8-inch loop line which facilities 
would permit adequate pipeline 
pressure and volumes to be maintained 
upstream of the sales meter for CP 
National Corporation, a resale customer 
of Southwest. 

The application indicates that the 
estimated design day requirements for 
natural gas by Southwest’s Priority 1 
and 2 customers on its South Lake 
Tahoe lateral beginning with the 1979-80 
heating season, would exceed the daily 
design capacity of the current facilities 
to deliver such gas. 

The proposed loop line would 
increase the daily design capacity of the 
existing facilities to deliver the 
estimated design day requirements of 
natural gas to Southwest’s Priority 1 and 
2 customers for the 1979-80,1980-01, 
and 1981-82 heating seasons. Without 
the construction and operation of the 
proposed facilities during the 1979 
summer construction season, Southwest 
asserts, it would be unable to deliver the 
estimated design day requirements to its 
high priority customers on the South 
Lake Tahoe lateral. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before 
September 10,1979, file with the Federal 
Energy Regulatory Commission, 
Washington, D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission's Rules. 

Take further notice that, pursuant to 
the authority contained in and subject to 
the jurisdiction conferred upon the 
Federal Energy Regulatory Commission 
by Sections 7 and 15 of the Natural Gas 
Act and the Commission’s Rules of 
Practice and Procedure, a hearing will 
be held without further notice before the 
Commission or its designee on this 
application if no petition to intervene is 
filed within the time required herein, if 
the Commission on its own review of the 
matter finds that a grant of the 
certificate is required by the public 
convenience and necessity. If a petition 
for leave to intervene is timely filed, or if 


the Commission on its own motion 
believes that a formal hearing is 
required, further notice of such hearing 
will be duly given. 

Under the procedure herein provided 
for, unless otherwise advised, it will be 
unnecessary for Southwest to appear or 
be represented at the hearing. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc. 79-26450 Hied 8-23-79. 845 am| 

BILLING CODE 6450-01-M 


(Docket No. CP79-418] 

Tennessee Gas Pipeline Co., a Division 
of Tenneco, Inc.; Application 

August 20.1979. 

Take notice that on July 25,1979, 
Tennessee Gas Pipeline Company, a 
Division of Tenneco Inc.-(Applicant), 
P.O. Box 2511, Houston. Texas 77001, 
filed in Docket No. CP79-418 an 
application pursuant to Section 7(c) of 
the Natural Gas Act for a certificate of 
public convenience and necessity 
authorizing the rendition of compression 
service for Natural Gas Pipeline 
Company of America (Natural), United 
Gas Pipe Line Company (United), Sea 
Robin Pipeline Company (Sea Robin) 
and Trunkline Gas Company (Trunkline) 
(Recipients), all as more fully set forth in 
the application on file with the 
Commission and open to public 
inspection. 

Applicant proposes to render 
compression service for Recipients 
pursuant to the terms of a gas 
compression agreement dated May 30. 
1979, between Applicant and Recipients, 
whereby Applicant would accept and 
receive daily from Recipients. a9 
permitted in Applicant’s sole opinion by 
operating conditions on its system, such 
quantity of gas as Recipients make 
available at the East Cameron 281B (EC 
281B) Platform; compress for Recipients 
such quantity of gas; and deliver such 
quantity of compressed gas to 
Recipients, less volumes of gas for 
Applicant’s fuel use requirements 
involved with the proposed service. 

Commencing with the date of initial 
receipt of gas by Applicant for 
compression, Applicant indicates that it 
would charge each Recipient a monthly 
charge (prorated for any partial months) 
equal to a percentage of the total cost of 
service for the compressor units being 
utilized based on the ratio of the volume 
of gas compressed by Applicant for 
Recipient’s account and the total volume 
of gas compressed during such month. 
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Initially, the total cost of such service 
shall be $51,667 monthly. Applicant 
states, and Applicant and the Recipients 
would rely on the monthly allocation 
made by the producer-operator on the 
EC 281B Platform for the volumes used 
in the determination of the percentage 
re ferred to above. Also, Recipients 
would provide to Applicant volumes of 
gas to compensate for Applicant’s fuel 
and use requirements by providing at no 
cost to Applicant a monthly volume of 
gas for Applicant’s compressor station 
fuel use requirements equal to each 
Recipient’s share of the actual volumes 
used for fuel in the compressor station, 
it is said. 

The proposed service would be 
beneficial to Recipient in that it would 
permit them to receive gas supplies for 
their respective system supply without 
the need to install additional 
horsepower and. at the same time, 
w ould optimize the use of Applicant’s 
facilities. Applicant’s assistance would 
further enable Recipients to receive gas 
into a joint interstate pipeline being 
constructed by all Recipients, except 
Trunkline, under their respective budget 
authorizations, which would connect the 
EC 281 Platform to the Stingray System. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before 
September 10,1979, file with the Federal 
Energy Regulatory Commission, 
Washington, D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission's Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission’s Rules. 

Take further notice that, pursuant to 
the authority contained in and subject to 
jurisdiction conferred upon the Federal 
Energy Regulatory Commission by 
Suctions 7 and 15 of the Natural Gas Act 
and the Commission’s Rules of Practice 
and Procedure, a hearing will be held 
without further notice before the 
Commission or its designee on this 
application if no petition to intervene is 
filed within the time required herein, if 
the Commission on its own review of the 
matter finds that a grant of the 
certificate is required by the public 
convenience and necessity. If a petition 
for leave to intervene is timely filed, or if 


the Commission on its own motion 
believes that a formal hearing is 
required, further notice of such hearing 
will be duly given. 

Under the procedure herein provided 
for. unless otherwise advised, it will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth F. Plumb. 

Secretary. 

(FR Doc 79-26451 Filed 8-23-79; 8:45 
BILLING CODE 6450-01-44 


(Docket No. CP77-435] 

Transcontinental Gas Pipe Line Corp.; 
Amendment to Application 

August 20,1979. 

Take notice that on August 1,1979, 
Transcontinental Gas Pipe Line 
Corporation (Applicant), P.O. Box 1396, 
Houston, Texas 77001, Filed in Docket 
No. CP77-435 an amendment to its 
appalication filed in the instant docket 
pursuant to Section 7(c) of the Natural 
Gas Act so as to provide for the 
transportation of up to 2,000 Mcf of 
natural gas per day for United Gas Pipe 
Line Company (United), all as more fully 
set forth in the application on file with 
the Commission and open to public 
inspection. 

Pursuant to temporary authorization 
issued herein on August 3,1979, 
Applicant is presently transporting for 
United up to 90,000 Mcf of natural gas 
per day which gas is produced in 
Vermilion Area Block 22, offshore 
Louisiana, and delivered into 
Applicant’s Central Louisana Gathering 
System onshore in the Pecan Island 
area, Vermilion Parish through facilities 
jointly owned by Applicant, Florida Gas 
Transmission Company and Sea Robin 
Pipeline Company (Sea Robin). 
Applicant indicates that it receives the 
pas at the Pecan Island location and 
redelivers equivalent million Btu’s to or 
for the account of United at the 
interconnection between Applicant’s 
and United's systems in Victoria 
County, Texas, and the interconnection 
between Applicant’s system and the 
system of Tennessee Gas Pipeline 
Company, a Division of Tenneco Inc., 
near Crowley. Acadia Parish, Louisiana. 

United, through its affiliate Sea Robin, 
has arranged to purchase approximately 
2,000 Mcf of natural gas per day which 
gas is produced in East Cameron Area 
Blocks 38 and 39 and delivered to the 
jointly owned Vermilion 22 facilities by 
means of budget-type facilities to be 
constructed by Sea Robin. Applicant 
proposes to receive such gas at Pecan 
Island and redeliver equivalent million 
Btu’s to or for the account of United at 


the aforementioned redelivery points, in 
accordance with the provisions of Rate 
Schedule X-159. 

Applicant indicates that the volumes 
of gas available to United from the East 
Cameron Area blocks would help to 
maintain a9 adequate and reliable 
service as possible in United's 
marketing areas. 

Any person desiring to be heard or to 
make any protest with reference to said 
amendment should on or before 
September 10.1979, file with the Federal 
Energy Regulatory Commission, 
Washington. D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission's Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission’s Rules. All persons 
who have heretofore filed need not file 
again. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc. 79-26452 Filed 8-23-79: 645 am| 

BILLING COOE 6450-01-41 


(Docket No. CP7S-422) 

Transwestem Pipeline Co. and 
Michigan Wisconsin Pipe Line Co.; 
Application 

August 17. 1979. 

Take notice that on July 30.1979, 
Transwestem Pipeline Company 
(Transwestem). P.O. Box 2521. Houston. 
Texas 77001, and Michigan Wisconsin 
Pipe Line Company (Mich Wis), One 
Woodward Avenue. Detroit. Michigan 
48226, filed in Docket No. CP79-422 an 
application pursuant to Section 7(c) of 
the Natural Gas Act for a certificate of 
public convenience and necessity 
authorizing the construction and 
operation of interconnecting facilities 
and the exchane of natural gas, all as 
more fully set forth in the application 
which is on file with the Commission 
and open for public inspection. 

Pursuant to the terms of a gas 
exchange agreement, natural gas 
quantities would be exchanged at a 
balancing point at an interconnection to 
be constructed where Mich Wis* 20-inch 
pipeline and Transwestem’s 24-inch 
pipeline intersect in Roberts County, 
Texas. The application indicates that ^ 
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construction of the interconnection 
facilities is estimated to cost 
approximately $121,790. 

In the gas exchange agreement. 
Transwestem and Mich Wis have 
provided for the possible future addition 
of wells and balancing points, when 
necessary, to provide other points of 
exchange and, accordingly, request the 
Commission to permit the exchange of 
gas from these future wells and 
balancing points. 

In the gas exchange agreement 
Transwestern and Mich Wis have 
agreed to gather, deliver, and exchange 
gas from the following wells: 

Sooner No. 1. Beckham County, Oklahoma. 
Cupp “D" No. 1. Beckham County, Oklahoma. 
Sutton No. 1. Beckham County. Oklahoma. 

The application asserts that both 
systems have capacity available to 
render the exchange service and the 
arrangement would avoid the 
duplication of existing facilities resulting 
in a reduced cost of bringing the subject 
gas supplies to market. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before 
September 10,1979, file with the Federal 
Energy Regulatory Commission, 
Washington, D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests Filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission’s Rules. 

Take further notice that, pursuant to 
the authority contained in and subject to 
the jurisdiction conferred upon the 
Federal Energy Regulatory Commission 
by Sections 7 and 15 of the Natural Gas 
Act and the Commission’s Rules of 
Practice and Procedure, a hearing will 
be held without further notice before the 
Commission or its designee on this 
application if no petition to intervene is 
filed within the time required herein, if 
the Commission on its own review of the 
matter finds that a grant of the 
certificate is required by the public 
convenience and necessity. If a petition 
for leave to intervene is timely filed, or if 
the Commission on its own motion 
believes that a formal hearing is 
required, further notice of such hearing 
will be duly given. 


Under the procedure herein provided 
for, unless otherwise advised, it will be 
unnecessary for Transwestem and Mich 
Wis to appear or be represented at the 
hearing. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc 79-26454 Filed 8-23-79; 8:45 amj 

BILLING CODE 6450-01-M 


(Docket No. CP79-429] 

United Gas Pipe Line Co.; Application 

August 20,1979. 

Take notice that on August 3,1979, 
United Gas Pipe Line Company (United), 
P.O. Box 1478, Houston. Texas 77001, 
filed in Docket No. CP79-429 an 
application pursuant to Section 7(c) of 
the Natural Gas Act for a certificate of 
public convenience and necessity 
authorizing the transportation by United 
of natural gas for Mid Louisiana Gas 
Company (Mid Louisiana), all as more 
fully set forth in the application which is 
on file with the Commission and open 
for public inspection. 

In the application United requests 
authorization to transport up to 9,000 
Mcf of natural gas per day for Mid 
Louisiana in accordance with the gas 
transportation agreements between 
United and Mid Louisiana dated June 21 
and June 23.1979. Mid Louisiana has 
acquired such gas from production (1) 
under the State of Louisiana Lease No. 
6324 located in the Timbalier Bay area, 
Lafourche Parish, Louisiana, attributable 
to the interests of Natomas North 
America, Inc., Union Oil of California, 
and Louisiana Land and Exploration 
Company and (2) in Bayou Jean LaCroix 
Field located in Terrebonne Parish, 
Louisiana, attributable to the interest of 
Louisiana Land and Exploration 
Company, it is asserted. 

Pursuant to the terms of the June 21, 
1979, gas transportation agreement, Mid 
Louisiana would deliver or cause to be 
delivered to United up to 6,000 Mcf per 
day at a mutually agreeable point 
located on United's existing Lake 
Raccourci Field Main Line in Lafourche 
Parish, Louisiana; and pursuant to the 
July 23.1979, gas transportation 
agreement, Mid Louisiana would deliver 
or cause the delivery of up to 3.000 Mcf 
per day of natural gas to United at a 
mutually agreeable point located on 
United's existing pipeline in the Bayou 
Jean LaCroix field in Terrebonne Parish, 
Louisiana. United would transport and 
redeliver to Mid Louisiana equivalent 
volumes, less quantities attributable to 
fuel and company-used gas and, if 
necessary, plant volume reduction, to 
Mid Louisiana at the existing point of 


interconnection between the systems of 
United and Mid Louisiana at the 
Scotland Compressor Site, Baton Rouge 
Parish, Louisiana, and/or any mutually 
agreeable existing authorized point of 
interconnection between the facilities of 
United and Mid Louisiana. Measuring 
facilities necessary for Mid Louisiana to 
make deliveries to United would be 
installed, owned, operated and 
maintained by Mid Louisiana at no 
expense to United. Existing facilities 
would be used by United to make 
redeliveries to Mid Louisiana; therefore, 
new construction of facilities by United 
would not be required. 

Mid Louisiana has agreed to pay 
United for gas transported, under the 
said agreements, an amount per Mcf 
equal to United’s jurisdictional 
transportation rate in effect from time to 
time in United’s Southern Rate Zone as 
such may be determined by United 
based on rate filings made from time to 
time with the Commission, less any 
amount included in such jurisdictional 
transportation rate which is attributable 
to fuel and unaccounted for gas. The 
current rate, exclusive of the cost of gas 
utilized in United’s operation, is 19.40 
cents per Mcf. 

The proposed transportation would 
allow Mid Louisiana to receive 
additional quantities of natural gas into 
its system without the costly 
construction of transmission facilities. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before 
September 10,1979, file with the Federal 
Energy Regulatory Commission, 
Washington, D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission's Rules. 

Take further notice that, pursuant to 
the authority contained in and subject to 
the jurisdiction conferred upon the 
Federal Energy Regulatory Commission 
by Sections 7 and 15 of the Natural Gas 
Act and the Commission's Rules of 
Practice and Procedure, a hearing will 
be held without further notice before the 
Commission or its designee on this 
application if no petition to intervene is 
filed within the time required herein, if 
the Commission on its own review of the 
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matter finds that a grant of the 
certificate is required by the public 
convenience and necessity. If a petition 
for leave to intervene is timely filed, or if 
the Commission on its own motion 
believes that a formal hearing is 
required, further notice of such hearing 
will be duly given. 

Under the procedure herein provided 
for, unless otherwise advised, it will be 
unnecessary for United to appear or be 
represented at the hearing. 

Kenneth F. Plumb. 

Secretary . 

|FR Doc. 79-28455 Filed B-2»-7fc 8:45 am) 

SILLING COO€ 6450-01-M 


(Docket No. SA79-121 

Western Gas Interstate Co.; 

Application for Adjustment and 
Request for Interim Relief 

August 20,1979. 

On July 27,1979, Western Gas 
Interstate Company (“Western*’] filed 
with the Federal Energy Regulatory 
Commission an application for an 
adjustment under Section 502(c) of the 
Natural Gas Policy Act of 1978 
("NGPA") wherein Western sought 
exemption from Sections 281.201 through 
281.215, inclusive, of the Commission’s 
Regulations under the NGPA. Western 
also requested interim relief pending 
determination of the application. 

Said regulations require the filing of 
tariff sheets regarding curtailment plans, 
the filing of indices of entitlements 
regarding high-priority and essential 
agricultural users, the attribution of 
natural gas, and the establishment of a 
Data Verification Committee. The 
applicant states that it sells gas to only 
one customer, its parent. Southern 
Union Company, and that such sales are 
made in accordance with tariffs on file 
with this Commission. The sales of gas , 
to the ultimate consumers are regulated 
by various state and local authorities 
and are made in order of the priorities 
set forth in curtailment plans on file 
with said authorities. The applicant 
further states that it projects no 
curtailment of essential agricultural or 
high-priority uses. For these reasons, the 
applicant contends that the 
requirements of §§ 281.201 to 281.215 are 
unnecessary and would be burdensome, 
and, consequently the applicant 
requests waiver of such requirements, 
all as more fully set forth in the 
application which is on file with the 


Commission and open to public 
inspection. 

The procedures applicable to the 
conduct of this adjustment proceeding 
are found in § 1.41 of the Commission’s 
Rules of Practice and Procedure, Order 
No. 24 issued March 22,1979. 

Any person desiring to participate in 
this adjustment proceeding shall file a 
petition to intervene in accordance with 
the provisions of § 1.41. All petitions to 
intervene must be filed on or before 
September 10,1979. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc 79-20456 Filed 6-23-79:6:45 am) 

BILLING CODE 6450-01-44 


[Docket No. TC79-8J 

Transcontinental Gas Pipe Une Corp.; 
Order Granting In Part and Denying In 
Part Petition for the Institution of 
Proceedings and for a Declaratory 
Order, Establishing Procedures for 
Briefing and for Hearing and Granting 
Interventions 

Issued: August 17,1979. 

I. Introduction and Procedural History 

On February 28.1979, 
Transcontinental Gas Pipeline 
Coprporation (Transco) filed in Docket 
No. TC79-8 a petition pursuant to 
Section 1.7 of the Commission's Rules of 
Practice and Procedure (18 CFR § 1.7(c)) 
for the institution of a proceeding and 
for a declaratory order. 

Transco requests the Commission to 
institute a proceeding to inquire into: 

1. The facts and circumstances that 
resulted in the shortage of gas on 
Transco’s pipeline system; 

2. The effect of Transco's gas tariff 
curtailment provisions and service 
agreements and of the Commission’s 
orders, rules and regulations; and 

3. The effect of an award of damages 
for curtailment of service against 
Transco upon the Commission’s ability 
to carry out its responsibilities under 
Sections 4, 5 and 7 of the Natural Gas 
Act. 

Transco further requests the 
Commission to make specific Findings 
and issue a declaratory order that; 

(a) The natural gas shortage on 
Transco’s system was caused by 
intervening events and factors beyond 
Transco’s control; 

(b) That Transco reacted to offset the 
shortage on its system in good faith and 
in a reasonable and prudent manner 
under conditions then existing; 


(c) That Transco's curtailment tariff 
provisions and service agreements are 
in compliance with Commission rules 
and regulations; and 

(d) That, under such circumstances, 
compliance with such tariff provisions is 
a complete defense to any claims for 
damages for breach of contract; and 
finally, 

(e) That an award of damages against 
Transco for curtailments of service 
would constitute an undue preference 
and discrimination under the Natural 
Gas Act and would unduly and 
adversely affect the Commission’s 
ability to fairly allocate the gas supplies 
available to Transco. 

Transco states that its petition was 
prompted by a continuing controversy 
concerning the causes of the natural gas 
shortage on Transco’s system, Transco's 
efforts to maintain and supplement its 
gas supplies in response to the declining 
deliverability of its contracted reserves 
and the effect of curtailment plans on 
Transco's obligations to serve its 
customers. 

It is necessary to inquire briefly into 
the procedural history associated with 
this petition in order to gain a fuller 
understanding of the issues involved 
therein. The instant petition arises out of 
a civil damage suit filed against Transco 
by CF Industries. Inc. (CF) and Farmers 
Chemical Association, Lnc. (Farmers) in 
connection with the curtailment on 
Transco's system commencing in 1971 
and continuing to the present time in 
U.S. District Court for the Western 
District of North Carolina. Civil Action 
No. CC77-131. Transco filed and the 
Commission approved interim 
curtailment plans as early as 1971 and a 
more permanent curtailment plan was 
approved in 1976. 1 Furthermore, the 
Commission has conducted several 
investigations which commenced in 
January 1975 and are continuing at 
present into the causes of the shortages 
on the Transco system, both as a result 
of the Commission’s own initiative and 


‘An order of November IS. 1971. 48 FPC 1212 
(1971) approved the first interim curtailment plan. 
See Opinion Na 778 issued October a, 1978 
prescribing a permanent curtailment plan for 
Transco. and Opinion 778-A issued December a 
1978, denying reheating: Remanded. State of North 
Carolina v. FSJIC. 584 F. 2d 1003 (D.C. Cir. 1978). 
Transco's curtailment is presently governed by a 
settlement approved by an order of January 19. 19795 
order denying rehearing of August 2. 197a State of 
North Carolina v. FJULCL. supra, also remanded 
the compensation issue under the Opinion No. 778 
plan. The Commission has that matter under 
consideration:see August 2,1979 order at pp. 3-4. 
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as mandatd by several decisions of the 
U.S. Court of Appeals. 2 The final 
resolution of these investigations is still 
pending. 

On February 16,1979 a jury in the 
North Carolina federal district court 
proceeding awarded $23.8 million in 
damages against Transco in favor of CF 
and Farmers based on Transco’s 
liability in contract, negligence and 
promissory estoppel. 3 The federal 
district court in that case twice denied 
Transco’s motion to refer to the 
Commission several of the same issues 
for which Transco seeks a declaratory 
order in the instant petition. 4 The case is 
now on appeal to the United States 
Court of Appeals for the Fourth Circuit 6 
where Transco has again Filed a motion 
both to refer several of these issues to 
the Commission under the doctrine of 
primary jurisdiction and to stay the 
appeal pending such referral. 6 

Although many of the issues raised in 
the Transco petition are closely related 
to similar litigation against other 
pipeline companies arising out of 
curtailments in the early 1970’s, 7 the 
commission specifically confines this 
order to the instant petition. This order 
will address and dispose of each of the 
issues raised in Transco’s petition. 

II. Issues Raised in the Transco Petition 
for Institution of a Proceeding 

A. Transco seeks to institute a 
proceeding to inquire into the facts and 
circumstances that resulted in the 
shortage of gas on Transco’s pipeline 
system in order to develop a factual 


*By order of January 8.1975 the FPC instituted an 
investigation in Docket No. RP75-51 into the causes 
of Transco’s 1974-75 shortage and what should be 
done to prevent a recurrence thereof; See Order of 
June 25.1976 in Docket No. RP72-99, wherein the 
causes of Transco’s shortages as related to the 
compensation question were examined. This issue 
has been in the courts for some time, viz.: an order 
by the D.C. Circuit on August 1.1975 which 
withheld consideration of the interim curtailment 
plan until the FPC’s investigation was completed 
(Case No. 74-2036); a subsequent vacation of that 
order in Transcontinental Gas Pipeline Corp. v. 

FPC. 423 U.S. 326 (1976); a subsequent remand to the 
FPC by a D C. Circuit order of February 6.1976. and. 
on appeal, another remand to develop a fuller 
factual record. Transcontinental Gas Pipe Line 
Corp. v. FPC. 562 F.2d 664 (D.C Cir. 1976). 

* CF Industries, he. and Farmers* Chemical 
Association. Inc. v. Transcontinental Gas Pipe Line 
Corp., No. CC77-131 (W.D.N.C., Charlotte Division). 

4 See 452 F. Supp. 358 (1978); second referral 
request denied in unreported order of October 6, 
1978. 

• CF Industries, he., et al. v. Transcontinental 
Gas Pipe Line Corp.. Nos. 79-1359 and 79-1366. 

•The motion was filed on July 5.1979. 

’Similar litigation has been instituted against 
United Gas Pipe Line Company. Kansas-Nebraska 
Natural Gas Company. Cl Paso Natural Gas 
Company and Florida Gas Company. 


record. The Commission undoubtedly 
can assert and has asserted jurisdiction 
over investigations into the causes of 
natural gas shortages on particular 
pipeline company systems pursuant to 
its broad authority under the Natural 
Gas Act in the area of curtailments. 6 

Upon thorough review of this request, 
the Commission declines to institute the 
proceeding sought by Transco. The 
Commission believes that it is not 
necessary at the present time to assert 
its jurisdiction to undertake the factual 
proceeding sought by Transco for 
several reasons. 

First, there is no indication that the 
$23.8 million federal district court 
judgment against Transco will have a 
material adverse effect on Transco’s 
Financial position so as to create a 
compelling present need for the 
institution of a Commission proceeding. 
In fact, to the contrary, Transco’s 1978 
Annual Report states that “Pipe Line 
(Transco] believes . . . that, in any 
event, the final resolution of [CF and 
Farmer’s] claims will not have a 
material adverse effect on its Financial 
position." 9 

Second, the Commission is unable to 
perceive a need at the present time for 
the Commission’s assertion of 
jurisdiction to provide a forum for broad 
determinations into the full historical 
circumstances surrounding shortages on 
particular pipeline systems. The 
Commission has, in the past, conducted 
limited examinations into particularized 
points of inquiry concerning shortages 
on certain pipeline systems. 10 The broad 
historical proceeding sought by the 
petitioner can justify the expenditure of 
the Commission's limited resources only 
upon a showing of a compelling present 
need to undertake the proceeding. In 
view of the Commission's judgment that 
no such present need has been 
demonstrated in Transco’s petition and 
in view of the signiFicant ramifications 
of the acceptance of broad historical 
proceedings in that the potential for a . 
substantial burden on the Commission’s 
limited resources would arise, the 
Commission declines at this time to 


9 FPC v. Louisiana Power and Light Co., 400 U.S. 
621 (1972); Fort Pierce Utility Authority v. Federal 
Power Commission. 526 F.2d 993 (5th Cir. 1978); See 
alsq Section 18 of the Natural Gas Act. 15 U.S.C 
5 717(o). 

•See Transco Companies. Inc. 1978 Annual 
Report dated February 19.1979. 

10 See, e.g.. Transco investigation in Docket No. 

RP75-51 initiated by an order of January 8,1975; 

“Certain Producer and Pipeline Respondents" 

investigation in Docket No. RP75-112 of thirteen 

pipelines companies initiated by an order of 
February 20.1975. 


institute a proceeding to inquire into the 
facts and circumstances that resulted in 
the shortage of gas on Transco’s pipeline 
system. 11 

B. Transco next seeks a proceeding to 
inquire into the effect of its gas tariff 
curtailment provisions and service 
agreements and of the Commission's 
orders, rules and regulations. The 
Commission grants this request in part, 
but carefully circumscribes the scope of 
the proceeding in this area. In particular, 
the Commission will not adjudicate 
specific common law claims of contract 
liability. This is a determination 
ultimately for the courts. 12 Nor will the 
Commission make a determination as to 
negligence or wrongful conduct. 
Negligence questions bearing upon 
resolution of specific contract liability 
questions properly belong to the 
courts. 13 The Commission, however, is 
cognizant of the public importance of 
tariff and service agreement 
interpretation questions in the context of 
curtailment damage suits and, therefore, 
provides the following reasons as 
justification for the limited proceeding 
ordered on this question. 

Transco and other pipelines must 
submit to the Commission’s certification 
authority before engaging in the 
transportation of gas subject to the 
Commission's jurisdiction or before the 
construction or extension of any 
facilities associated therewith, and such 
regulatory oversight continues once the 
certificate is issued by the Commission 
and accepted by the Company. 14 A 
federal obligation to continue service 
attaches subsequent to the issuance of 
the certificate and continues until the 


11 The Commission does not. at this time, decide 
the further question of whether a broader inquiry 
into the historical causes of shortage on pipeline 
systems would ever constitute a proper basis for the 
Commission's primary jurisdiction in curtailment 
damage suits. We have, however, no power to 
award reparations or damages. The Supreme Court 
has held, in similar cases involving o primary 
jurisdiction reference by a court to an agency of 
issues relating to damage claims, that the agency's 
lack of remedial power over alleged past 
wrongdoing makes such a reference inappropriate. 
Montana-Dakata Util ties Co. v. Northwestern 
Public Service Co., 341 U.S. 246 (1951); T.IM.E. v. 
United States. 359 U.S. 464 (1959). 

** Mississippi Power & Light Co. v. United Gas 
Pipeline Co.. 532 F.2d 412 (5th Cir. 1976); State of 
Louisiana v. FPC. 503 F.2d 844 (5th Cir. 1974); 
International Paper Co. v. FPC. 476 F.2d 121 (5th Gr, 
1973); Order of August 9.1978 in United Gas 
Pipeline Company (Docket No. RP71-29—Phase III). 

“ Order of August 9.1978 in United Gas Pipeline 
Company. Docket No. RP71-29 (Phase III); see also 
Order of August 20.1975 in Docket No. RP71-29. 

14 Section 7(c) of the Natural Gas Act. 15 U.S.C 
§ 717f(c). 
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Commission authorizes abandonment of 
service. 14 

The certificate rather than the specific 
contract controls the terms of the 
service. 14 Moreover, the interpretation of 
the service agreement is clearly within 
the Commission’s jurisdictional purview. 17 

It is, therefore, appropriate for the 
Commission to determine in a carefully 
delimitated proceeding the effect of 
Transco'8 service agreements upon 
various claims asserted in connection 
with curtailments in service made 
pursuant to Commission-approved 
orders, rules and regulations. 

The interpretation and effect of 
Transco’s gas tariff curtailment 
provisions and the Commission’s 
approval thereof are also matters 
appropriately entrusted to the 
Commission pursuant to its regulatory 
authority under the Natural Gas Act. It 
is well established that the 
interpretation and effect of tariff 
provisions approved by a federal 
regulatory agency are ordinary uniquely 
within the agency’s primary and 
exclusive jurisidiction. 18 All of the 
reasons traditionally cited for the 
assertion of the primary jurisdiction 
doctrine, viz., special competency and 
expertise of the administrative agency, 
necessity to avoid disruption of the 
overall regulatory scheme and the 
necessity for uniformity of regulation are 
extant in the instant Transco request for 
the interpretation of its gas tariff 
curtailment provisions. 19 The courts and 
this Commission have recognized the 
primary jurisdiction of the Commission 
over the interpretation and 
determination of the effect of the tariff 
provisions at issue in litigation closely 
akin to that involved in the instant 
petition. 10 

Therefore, Transco’s petition is 
granted in part to establish a process to 
interpret and determine the effect(s) of 
the petitioner’s gas tariff curtailment 
provisions and service agreements and 
of the Commission’s orders, rules and 
regulations. The Presiding 
Administrative Law Judge shall be 


“ California v Southland Royalty Co.. 430 U.S. 
519. 528 (1978). 
u /f£ at 56-527. 

ll GulfOil Corp. v. FPC. 583 F^d 588, 506-07 (3d 

Cir 1977]. 

19 US. v. Western Pacific Railroad Co.. 352 U S. 
59 (1956): Southwestern Sugar and Molasses Co. v. 
River Terminals Corp.. 360 U.S. 411 (1959]. 

11 United Slates v. Western Pacific 352 US. 59 
(1956); United States v. fl CA. 358 US. 334 (1959); 
Ricci v. Chicago Mercantile Exchange. 409 U.S. 289 
(1973): Nader v. Allegheny Airlines, 428 U.S. 290 
(1978). 

10 Mississippi Power 8 Light Co. v. FPC. 532 FZd 
412 (1976); Texasgulf Inc. v. United Gas Pipeline 
Co.. Civil Action No. 71-2253 (D.GD.G February 13, 
1979); Order of August 9.1978 United Gas Pipeline 

Company. 


empowered to determine the extent to 
which this question presents factual as 
well as legal issues which require an 
evidentiary hearing and shall delineate 
the scope of the limited proceeding 
accordingly in view of the substantial 
record already developed in the other 
Commission and court proceedings 
involving the curtailment of Transco’s 
system. Such parts of the records in 
these other Commission and court 
proceedings which are materia! to this 
inquiry may be incorporated therein. 

The Commission, however, emphasizes 
that it declines to consider specific 
questions of negligence or wrongful 
conduct or those involving ultimate 
contract liability premised upon 
negligence or wrongful conduct. 

C. Transco also petitions the 
Commission for the institution of a 
proceeding to inquire into the effect of 
an award of damages against Transco 
upon the Commission's ability to carry 
out its responsibilities under Sections 4, 
5. and 7 of the Natural Gas Act. This 
request is apparently designed to 
encompass the specific Transco request 
in the petition for a declaratory order 
that a damage award based on 
curtailment of service would constitute 
an undue preference and discrimination 
under the Natural Gas Act and would 
unduly and adversely affect the 
Commission's ability to allocate fairly 
the gas supplies available to Transco. 

The Commission's authority with 
respect to determining under Section 
4(b) of the Natural Gas Act whether an 
undue preference or advantage has been 
granted to any person or whether any 
person has been subjected to any undue 
prejudice or disadvantage has been 
described as being without limitation. * 11 
The issue of undue preference raised in 
the context Qf curtailment damages 
suits, therefore, present novel questions 
within the Commission’s exclusive 
jurisdiction. However, while the 
Commission possesses the authority to 
set aside any contractual provision 
creating an undue preference, 22 the 
threshold question here relates to 
whether an undue preference is created 
by the award of damages in the context 
of curtailment suits. 23 

Due to the novel and difficult 
questions presented, the Commission 
accepts the issue of whether an undue 
preference or advantage has been or 


*'See 15 U.S.G $ 717c(b); Michigan Consolidated 
Gas Co. v. Panhandle Eastern Pipeline Co.. 173 FZd 
784. 789 (6th Cir. 1949). 

n State of Louisiana v. FPC. 503 F.2d 844. 884 
(1974). 

**The Commission has accepted the referral of 
the undue preference or advantge issue in United 
Gas Pipeline Co. Docket Nos. RP71-29. et af. (Phase 
UI). Order of August 9. 1978. 


would be granted to any person, or 
whether any person has been or would 
be subjected to undue prejudice or 
disadvantage in connection with the 
award of damages for curtailment of 
service on Transco’s system and what, if 
any, steps should be taken in response 
to this situation. Although this question 
involves predominantly legal issues 
suitable for the submission of briefs by 
interested parties and trial staff, the 
presiding Administrative Law Judge 
shall be empowered to institute a 
limited evidential hearing to the extent 
that this question presents factual issues 
not alredy adequately developed in 
other Commission and court 
proceedings involving the curtailment on 
Transco’s system. Such parts of the 
records in these other Commission and 
court proceedings which are material to 
this inquiry may be incorporated 
therein. 

The Commission believes that there is 
no present need, however, to depart 
from its previous position in United 24 
which declined to consider the broader 
questions raised by Transco’s request 
for the institution of a proceeding to 
inquire into the effects of an award of 
damages against Transco upon the 
Commission’s ability to carry out its 
responsibilities under Section 4, 5 and 7 
of the Natural Gas Act and to determine 
whether an award of damages would 
unduly and adversely affect the 
Commission's ability to allocate fairly 
the gas supplies available to Transco. It 
is premature at this time for the 
Commission to consider such issues in 
view of the fact that the district court 
judgment against Transco is now on 
appeal to the U.S. Court of Appeals for 
the Fourth Circuit and such issues 
cannot be answered effectively without 
speculating as to Transco’s liability. As 
previously mentioned, the Commission 
will not adjudicate ultimate liability and 
therefore declines this request except 
with respect to the undue preference 
issue. 

III. Issues Raised in Transco’s Petition 
for a Declaratory Order 

Transco has requested findings and a 
declaratory order that the natural gas 
shortage on Transco’s system was 
caused by intervening events and 
factors beyond Transco’s control and 
further that Transco reacted to offset the 
shortage on its system in good faith and 
in a reasonable and prudent manner 
under conditions then existing. In light 
of the Commission's declination to 
institute a proceeding to inquire into the 
facts and circumstances that resulted in 


u See Order of August 9.1978 in United Gas 
Pipeline Company, mimeo.. pp. 16-17. 
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the shortage of gas on Transco’s pipeline 
system, the Commission emphasizes its 
intention not to adjudicate negligence or 
wrongful conduct questions and. 
therefore, herein declines to issue a 
declaratory order as to these two 
requests which concern the causation of 
the shortage of gas on Transco’s system 
and the reasonableness and prudence of 
Transco’s actions. 

Transco next seeks a declaratory 
order that its curtailment tariff 
provisions and service agreements are 
in compliance with Commission rules 
and regulations. The Commission 
understands this request to contemplate 
Transco’s technical compliance with 
Commission rules and regulations, viz., 
that Transco has filed for and has 
received the necessary FERC regulatory 
approvals with respect to its curtailment 
tariff provisions and service agreements. 
There is no material controversy 
regarding this request as Transco has 
dutifully filed proposed interim and 
permanent curtailment plans which 
have been approved by the FPC and this 
Commission. 2 *Transco has been 
operating under either a court-ordered 
or Commission-approved curtailment 
plan since 1971. 

Nor has there been any uncertainty as 
to Transco's compliance with the 
Commission’s regulatory requirements 
in regard to its service agreements at 
issue. In this regard, the FPC issued a 
certificate of public convenience and 
necessity to Transco to construct a 
lateral from its main pipeline into 
northeastern North Carolina and 
southeastern Virginia in order to expand 
service to, inter alia, the North Carolina 
Natural Gas Company (NCNGC) 
pursuant to a twenty year service 
agreement. 26 NCNGC supplies CF and 
Farmers. The Commission, therefore, 
finds that Transco’s curtailment tariff 
provisions and service agreements are 
in technical compliance with 
Commission rules and regulations and 
so grants the requested declaratory 
order with respect to this issue. This 
finding, however, in no way addresses 
the issue of causation of or 
blameworthiness for the curtailment on 
Transco’s system. 

A declaratory order that compliance 
with such tariff provisions is a complete 
defense to any claims for damages for 
breach of contract is also sought by 


“Order of November 15.1971. 46 FPC 1212 (1971) 
approving interim settlement; Order of November 
15.1972. 48 FPC 1060 (1972) approving another 
interim settlement agreement; Opinion No. 778. 
October 8.1976 prescribing permanent plan, and 
Opinion 778-a. December 8. 1976 denying rehearing: 
Order of January 19.1979 in Docket No. RP72-99 
approving settlement; Order of August 2.1979 
denying rehearing. 

“See Docket No. CP68-155. 39 FPC 663 (1968). 


Transco. The legal authority of the 
Commission to issue such an order is at 
best doubtful in light of language in two 
Fifth Circuit decisions which suggests 
serious reservations as to the legal 
validity of such a Commission order. 27 
The Commission need not reach this 
question, however, because it adheres to 
its traditional position of declining to 
adjudicate issues of ultimate contract 
liability which properly belong to the 
courts. 28 The Commission believes that 
the declaratory order sought by Transco 
with respect to the issue of whether 
Transco’s compliance with curtailment 
tariff provisions is a complete defense to 
breach of contract damage claims 
clearly involves questions of ultimate 
contract liability and, therefore, is 
appropriately entrusted to the courts for 
ultimate resolution. 

Finally, Transco requests the 
Commission to make specific findings 
and issue a declaratory order that an 
award of damages for curtailment of 
service would constitute an undue 
preference and discrimination under the 
Natural Gas Act and would unduly and 
adversely affect the Commission’s 
ability to fairly allocate the gas supplies 
available to Transco. This issue has 
been previously discussed in this order 
(see Part 11(C), supra), the resolution of 
which being the Commission’s 
acceptance of the undue preference and 
discrimination issue for briefing by 
interested parties and trial staff and 
possibly for a limited evidential hearing 
and the Commission’s non-acceptance 
of the issue of whether an award of 
damages would unduly and adversely 
affect the Commission’s ability to fairly 
allocate the gas supplies to Transco. The 
resolution of this request with respect to 
the undue preference question, 
therefore, must await subsequent action 
after briefs have been submitted and the 
limited evidentiary hearing, if necessary, 
has been held. 

In accordance with the March 19.1979 
notice of the Transco petition published 
at 44 Fed. Reg. 18073 (1979). petitions to 
intervene were required to be filed on or 
before April 10, 1979. The following 
petitions to intervene were filed in a 
timely fashion and intervention should 
be granted as to the parties listed below. 

Consolidated Edison Company of New 
York, Inc.: North Penn Gas Company; 
Pennsylvania Gas and Water Company; 
Philadelphia Gas Works, Public Service 
Commission of the state of New York: Public 
Service Company of North Carolina. Inc., 
Delmarva Power and Light Company: North 


71 International Paper Co. v. FP C., 476 F.2d 121. 
125 (5th Cir. 1973}: State of Louisiana v. Federal 
Power Commission. 503 F.2d 844. 867 (5th Cir. 1974). 

*• See. Order of August 9,1978 in United Gas 
Pipeline Company, supra. 


Carolina Natural Gas Corporation: Public 
Service Electric and Gas Company: Atlanta 
Gas Light Company: Texas Gas Transmission 
Corporation: United Gas Pipeline Company; 
Interstate Natural Gas Association of 
America; Washington Gas Light Company; 
Elizabethtown Gas Company; North Carolina 
Utilities Commission; Columbia Gas 
Transmission Corporation; The Brooklyn 
Union Gas Company; Piedmont Natural Gas 
Company. Inc.: CF Industries. Inc. and 
Farmers Chemical Association, Inc.; 
Consolidated Gas Supply Corporation; The 
American Textile Manufacturers Institute, 

Inc.; Philadelphia Electric Company; General 
Motors Corporation; and Carolina Pipeline 
Company. 

The following petitions to intervene 
were received after the April 10.1979 
deadline; 

South Jersey Gas Company; Eastern Shore 
Natural Gas Company; Commonwealth Gas 
Pipeline Corporation; Long Island Lighting 
Company: Virginia Electric and Power 
Company (VEPCO). 

VEPCO states that it did not become 
aware of the proceeding until after the 
Filing deadline. The Commission finds 
good cause to grant VEPCO’s petition to 
intervene. The other untimely 
petitioners did not state reasons for 
their late filings. The Commission, 
nevertheless, finds good cause to grant 
these petitions in view of their 
substantial interest in this proceeding. 

The Commission finds and orders: 

(A) That Transco’s request to institute 
a proceeding to inquire into the facts 
and circumstances that resulted in the 
shortage of gas on its system is herein 
denied for the reasons stated above. 

(B) That a proceeding be instituted to 
interpret and determine the effect(s) of 
Transco’s gas tariff curtailment 
provisions and service agreements and 
of the Commission’s orders, rules and 
regulations relevant thereto consistent 
with the foregoing procedural and 
substantive limitations regarding the 
scope of such proceeding. 

(C) That the proceeding established 
by paragraph (B) in the context of this 
order also address the issue of whether 
an undue preference or advantage has 
been or would be granted to any person, 
or whether any person has been or 
would be subjected to undue prejudice 
or disadvantage in connection with the 
award of damages for curtailment of 
service on Transco’s system and what, if 
any, steps should be taken in response 
to this situation, and that such issue be 
addressed in accordance with the 
procedural directions stated above. 

(D) That all other requests for the 
institution of proceedings in Transco’s 
petition are herein denied for the 
reasons stated above. 

(E) Transco’s request for declaratory 
order that its actions wi)h respect to 
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curtailment of deliveries have been 
reasonable and prudent is herein denied 
for the reasons stated above. 

(F) Transco’s request for declaratory 
order that its curtailment tariff 
provisions and service agreements are 
in compliance with Commission rules 
and regulations is hererby granted 
provided that such declaratory order is 
understood to be strictly limited to 
technical compliance with Commission 
rules and regulations. 

(G) That Transco’s request for a 
declaratory order that its curtailment 
tariff provisions form a complete 
defense to claims for damages for 
breach of contract is herein denied for 
the reasons stated above. 

(H) An Administrative Law Judge, to 
be designated by the Chief 
Administrative Law Judge for that 
purpose (see Delegation of Authority, 18 
CFR § 3.5(d)), shall preside at the 
prehearing conference and subsequent 
hearing in this proceeding, wilh 
authority to establish and change all 
procedural dates and to rule on ail 
motions (with the exception of motions 
to consolidate or sever and motions to 
dismiss), as provided by the Rules of 
Practice and Procedure. 

(I) The above listed interveners are 
permitted to intervene in the instant 
proceeding subject to the rules and 
regulations of the Commission; 

Provided\ however , that participation of 
such interveners shall be limited to 
matters affecting asserted rights and 
interests as specifically set forth in the 
petitions to intervene; and Provided, 
further, that the admission of such 
interveners shall not be construed as 
recognition by the Commission that they 
might be aggrieved because of any order 
of the Commission entered in the 
proceeding. 

By the Commission. 

Kenneth F. Plumb, 

Secretory. 

IFR Doc 79-264S3 Filed 8-23-79: 8:45 am) 

BILLING CODE 6450-01-4* 


Western Area Power Administration 

Colorado River Storage Project 
(CRSP); Revised Proposed Power Rate 
Adjustment 

agency: Western Area Power 
Administration (Western), Department 
of Energy. 

action: Announcement of a public 
information forum for the CRSP revised 
proposed power rate adjustment. 


summary: The Western Area Power 
Administration initially proposed a 38- 
percent rate increase for CRSP firm and 
peaking power as published at 44 FR 
19533 (April 3,1979) and amended by 44 
FR 30759 (May 29,1979). Public 
information forums were held in 
Phoenix, Arizona, on April 24.1979; in 
Salt Lake City, Utah, on April 25,1979; 
and in Denver. Colorado, on April 26, 
1979. A public comment forum was held 
in Salt Lake City. Utah, on June 26,1979, 
and written comments were received 
until the close of the comment period on 
July 11.1979. 

A public information forum is 
scheduled to be held in the Grand 
Ballroom Number One. of the Hotel 
Utah, Main and South Temple Streets, 
Salt Lake City, Utah. 

DATES: The public information forum 
will be held at 9 a.m. on September 5. 
1979. 

addresses: Interested persons wishing 
further information should contact: Mr. 
A. M. Gabiols. Area Manager. Salt Lake 
City Area Office, Western Area Power 
Administration. P.O. Box 11606, Salt 
Lake City, UT 84147, Telephone: 801- 
524-5493. 

supplemental information: Additional 
written comments concerning the 
revised proposed rate adjustment for the 
CRSP, submitted on or before October 5, 
1979, will be considered. Interested 
persons wishing to submit written 
comments pertaining to the proposed 
rate adjustment on CRSP shall mail 
three (3) copies of such comments to 
each of the following: 

Mr. A. M. GabioU. Area Manager. Salt Lake 
City Area Office, Western Area Power 
Administration. P.O. Box 11606. Salt Lake 
City. UT 84147, Telephone: 801-524-5493. 
Mr. Robert L. McPhail, Administrator. 
Western Area Power Administration, 
Department of Energy'. P.O. Box 3402, 
Golden. CO 80401, Telephone: 301-231- 
1511. 

Mr. George S. Mclsaac. Assistant Secretary 
for Resource Applications. Office of 
Resource Applications. Department of 
Energy. 12th and Pennsylvania Avenue 
NW.. Washington. DC 20461. Telephone: 
202-633-9222. 

Issued in Golden. Colorado. August 17, 

1979. 

Robert L. McPhail, 

Administrator. 

(FR Doc 79-26414 Filed 8-23-79; 645 am) 

BILLING COOE 6450-01-M 


ENVIRONMENTAL PROTECTION 
AGENCY 

4 

(FRL 1304-6) 

Availability of Environmental Impact 
Statements 

agency: Office of Environmental 
Review; Environmental Protection 
Agency. 

purpose: This Notice lists the 
Environmental Impact Statements which 
have been officially filed with the EPA 
and distributed to Federal Agencies and 
interested groups, organizations and 
individuals for review pursuant to the 
Council on Environmental Quality’s 
Regulations (40 CFR Part 1506.9). 

period covered: This Notice includes 
EIS’8 filed during the week of August 13 
to August 17,1979. 

REVIEW PERIODS: The 45-day review 
period for draft EIS’s listed in this 
Notice is calculated from August 24. and 
will end on October 9,1979. The 30-day 
wait period for final EIS's as calculated 
from August 24.1979 will end on 
September 24.1979. 

Eis availability: To obtain a copy of an 
E1S listed in this Notice you should 
contact the Federal agency which 
prepared the EIS. This Notice will give a 
contact person for each Federal agency 
which has filed an EIS during the period 
covered by the Notice. If a Federal 
agency does not have the EIS available 
upon request you may contact the Office 
of Environmental Review, EPA for 
further information. 

BACK COPIES OF eis’s: Copies of EIS's 
previously filed with EPA or CEQ which 
are no longer available from the 
originating agency are available from 
the Environmental Law Institute, 1346 
Connecticut Avenue, Washington. D.C. 
20038. 

FOR FURTHER INFORMATION CONTACT: 

Kathi Weaver Wilson, Office of 
Environmental Review (A-104), 
Environmental Protection Agency. 401 M 
Street SW.. Washington, D.C. 20460 
(202) 245-3006. 

SUMMARY OF NOTICE: On July 30,1979, 
the CEQ Regulations became effective. 
Pursuant to § 1506.10(a), the 30 day wait 
period for final EIS’s received during a 
given week will now be calculated from 
Friday of the following week. Therefore, 
for all final EIS’s received during the 
week of August 13 through August 17, 
1979, the 30 day wait period will be 
calculated from August 24.1979. The 
wait period will end on September 24. 
1979. 

Appendix I sets forth a list of EIS’s 
filled with EPA during the week of 
August 13 to August 17,1979. the Federal 
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agency filing the EIS, the name, address, 
and telephone number of the Federal 
agency contact for copies of the EIS, the 
filing status of the EIS, the actual date 
the EIS was filed with EPA, the title of 
the EIS. the State(s) and County(ies) of 
the proposed action and a brief 
summary of the proposed Federal action 
and the Federal agency EIS number.if 
available. Commenting entities on draft 
EIS’s are listed for final EIS’s. 

Appendix II sets forth the EIS’s which 
agencies have granted an extended 
review period or a waiver from the 
prescribed review period. The Appendix 
II includes the Federal agency 
responsible for the EIS, the name, 
address, and telephone number of the 
Federal agency contact, the title, State(s) 
and County(ies) of the EIS, the date EPA 
announced availability of the EIS in the 
Federal Register and the extended date 
for comments. 

Appendix III sets forth a list of EIS’s 
which have been withdrawn by a 
Federal agency. 

Appendix IV sets forth a list of EIS 
retractions concerning previous Notices 
of Availability which have been made 
because of procedural noncompliance 
with NEPA or the CEQ regulations by 
the originating Federal agencies. 

Appendix V sets forth a list of reports 
or additional supplemental information 
on previously filed EIS’s which have 
been made available to EPA by Federal 
agencies. 

Appendix VI sets forth official 
corrections which have been called to 
EPA’s attention. 

Dated: August 21,1979. 

William N. Hedeman, Jr., 

Director. Office of Environmental Review . 

Appendix I.—EIS’s Filed With EPA 
During the Week of August 13 to 17, 

1979 

DEPARTMENT OF AGRICULTURE 

Contact: Mr. Barry Flamm, Coordinator, 
Environmental Quality Activities. Office of 
the Secretary. U.S. Department of 
Agriculture; Room 412A, Washington, D.C. 
20250 (202) 447-3965. 

Forest Serv ice 

Draft 

Lake Tahoe Basin. Eldorado. Tahoe, and 
Toiyahe NFS, several counties in California 
and Nevada. August 17: Proposed is a land 
management plan for the Lake Tahoe Basin 
management unit located in the Eldorado. 
Tahoe and Toiyahe National Forests within 
the counties of El Dorado. Placer and Alpine. 
California and Washoe and Douglas 
Counties. Nevada. The preferred alternative 
emphasizes water-oriented recreation where 
it can be served by the existing utility system. 
Most new recreational development would be 
required to be near water attractions such as 
Lake Tahoe, other lakes, the Truckee River, 


and major streams. Other features include: 1) 
ski development; 2) motorized and 
nonmotorized dispersed recreation; 3) timber 
cutting; and 4 ) placement of roads, and sewer 
and power lines. (EIS order £90887) 

Mt. Baker-Snoqualmie NF Timber 
Management Plan, several counties in Wash., 
August 14: Proposed is a ten year timber 
resource management plan for the Mt. Baker- 
Snoqualmie National Forest located in King, 
Pierce, Skagit Snohomish, and Whatcom 
Counties, Washington. The preferred 
alternative includes planting genetically 
superior stock: fertilization and full stocking 
control including thinning (both 
precommercial and commercial); 
reforestation of backlog; interplanting; and 
brush, disease, and animal control. The other 
alternatives considered include: 1) no change, 
2) extensive management, and 3) declining 
flow. (DES-06-05-79-10.) (EIS Order £90881.) 

Draft Supplement 

" Fox unit land management plan, Six Rivers 
NF, Del Norte County, Calif.. August 17: This 
statement supplements a final EIS. £40600, 
filed 4-16-74 concerning a land management 
plan for 30.000 acres of land known as the 
Fox unit of the Six Rivers National Forest 
located in Del Norte County, California. The 
plan divides the unit into seven resource 
zones of varying sizes. Resource management 
and development including timber 
management and associated road 
construction will occur primarily in three of 
the zones. The other five zones will remain 
essentially undeveloped. This statement 
provides additional information concerning 
geology, erosion, water quality, and fisheries. 
(USDA-FS-R5-FES-SUPP(ADM)74-25.) (EIS 
Order #90888.) 

U.S. Army Corps of Engineers 

Contact: Mr. Richard Makinen; Office of 
Environmental Policy, Attn: Daen-CWR-P, 
Office of the Chief of Engineers, U.S. Army 
Corps of Engineers. 20 Massachusetts 
Avenue. Washington, D.C. 20314 (202) 272- 
0121. 

Final 

Lynnhaven Inlet, Bay & Connecting Waters, 
Dredging, Chesapeake County Va., August 16: 
Proposed is maintenance dredging of 
Lynnhaven inlet and bay to authorized 
dimensions which will require the removal of 
approximately 100,000 cubic yards at 2-3 year 
intervals. Disposal will be on a 6-acre portion 
of a 17 acre site which the city of Virginia 
Beach, Virginia is attempting to acquire. The 
area is designed for use as a permanent 
dredged material disposal area in conjunction 
with a state operated boat launching facility. 
The material placed at the disposal site will 
be transported by truck to the ocean front, 
Virginia Beach for the purposes of sand 
replenishing. (Norfolk district.) Comments 
made by: EPA DOI DOC HUD USDA state 
agencies (EIS order No. 90883.) 

Final Supplement 

Grand Isle and Vicinity, Beach Erosion. 
Jefferson County, La., August 17: This 
statement supplements a final EIS filed in 
September 1976 concerning beach erosion 
and hurricane protection for Grand Isle and 
vicinity located in Jefferson Parish, Louisiana. 


The project will consist of a 2.600-foot stone 
jetty at Caminada Pass to stabilize the 
western end of Grand Isle and a sandfill dune 
and berm extending approximately 7.5 miles 
along the island’s gulf shore. Sandfill for the 
dune and berm will be dredged from 
nearshore bottoms. Five alternatives are 
considered. (New Orleans district) 

Comments made by: AHP. USDA. DOC. 

HEW. DOI, DOT. EPA, FERC. State and local 
agencies (EIS order No. 90889.) 

ENVIRONMENTAL PROTECTION AGENCY 

Final contact: Mr. Daniel Sullivan, Region 
II. Environmental Protection Agency, 26 
Federal Plaza, New York, New York 10007 
(212) 264-1858. 

WWT Facilities, Ramapo River Basin, 
Grants, Orange; Rockland Counties. N.Y., 
August 16: Proposed is the issuance of 
construction grants for wastewater treatment 
facilities in the Ramapo River Basin. Orange 
and Rockland Counties, New York. The 
recommended plan would expand and 
upgrade the wastewater treatment plant 
(WTP) of the Village of Suffem; would 
upgrade the WTPS serving the village and 
hamlet of Tuxedo Park; and continue the 
present method of wastewater management 
in other areas. Comments made by: USDA. 
DOI. HUD, EPA, DOC. State and local 
agencies (EIS order No. 90884.) 

DEPARTMENT OF HOUSING AND URBAN 
DEVELOPMENT 

Contact: Mr. Richard H. Broun, Director, 
Office of Environmental Quality, Room 7274. 
Department of Housing and Urban 
Development. 451 7th Street. SW M 
Washington, D.C. 20410 (202) 755-6306 

Final 

Verdemar Housing Complex. Humacao, 
Puerto Rico, August 13: Proposed is the 
construction of the Verdemar Housing project 
in Humacao. Puerto Rico. The residential 
complex will occupy 96 cuerdas (93.2 acres) 
of land and will consist of 761 dwelling units. 
Plans also call for the construction of 
playlots, parks. Iake9, and a cultural center. 
Comments made by: DOI NRC HUD DOT 
EPA USDA GSA DOE HEW State agencies 
(EIS order £90874.) 

Plaza Renacimiento. Stage 3, San )uan, 
Puerto Rico, August 13: The proposed action 
involves development of 42.61 cuerdas of 
land in Rio Piedras, San Juan, Puerto Rico. 
The complete project consists of 10 towers 
providing 2,500 apartments, approximately, 
for low and moderate income families. This 
statement addresses the third stage of the 
project which includes construction of four 
towers, a recreational plaza, a swimming 
pool, a passive park and a cultural center. 
Application has been made for home 
mortgage insurance funding through HUD. 
Comments made by: llSDA DOE HEW DOI 
EPA DOT VA State agencies (EIS order £ 
90876.) 

Section 104(H) 

The following are community development 
block grant statements prepared and 
circulated directly by applicants pursuant to 
section 104(H) of the 1974 housing and 
community development act. Copies may be 
obtained from the office of the appropriate 
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local executive. Copies are not available from 

HUD. 

Final 

High service transmission main, Alexander 
City. Tallapoosa County. Ala.. August 14: 
Proposed is the issuance of CDBG funds for 
the construciton of a water main to connect 
the proposed new water treatment facility 
near Lake Martin, to the presently existing 
Alexander City water distribution system. 

The water main will be of adequate size to 
provide the households, businesses, and 
industries in Alexander City, Tallapoosa 
County. Alabama with sufficient potable 
water for their daily needs and will also 
provide fire protection. The alternatives 
considered include: 1) no action, 2) 
enlargement of present facilities, and 3) 
construction of new facilities with a new 
source of supply. (HUD-B-78-NH-01-0001.) 
Comments made by: USDA FERC EPA AHP 
DOl State and local agencies (EIS order # 
90879.) 

DEPARTMENT OF INTERIOR 

Contact* Mr. Bruce Blanchard, Director. 
Environmental Project Review, Room 4258 
Interior Bldg., Department of the Interior, 
Washington. D.C. 20240 (202) 343-3891. 

National Park Service 

Final 

Big Bend National Park, Master Plan. 
Brewster County, Tex., August 13: Proposed 
is the master plan for Big Bend National Park 
located in Brewster County. Texas, which 
establishes goals for development and 
administration of park areas. The plan 
encompasses a land area of 708.118 acres, 
533.900 of which is to be designated as 
wilderness to be included under the national 
wilderness preservation system. Within the 
remaining 174.218 acres, the plan proposes to 
continue development of, or upgrading of 
existing facilities in already established use 
areas and the park in general. (FES-79-32.) 
Comments made by: DOI USDA COE DJUS 
TREA EPA State agencies individuals (EIS 
order No. 90875.) 

DEPARTMENT OF TRANSPORTATION 

Contact: Mr. Martin Convisser, Director, 
Office of Environmental Affairs. U.S. 
Department of Transportation. 400 7th Street. 
SW.. Washington, D.C. 20590 (202) 426-4357. 

Federal Aviation Administration 

Final 

Fort Wayne Municipal Airport, Baer Field, 
Allen County. Ind.. August 17: Proposed is the 
expansion of the airport facilities at Fort 
Wayne Municipal Airport, Baer Field, Fort 
Wayne. Allen County, Indiana. This proposal 
will involve the acquisition of approximately 
342 acres, extending runway 13/13 and 
parallel taxiway from 6200 feet to 7200 feet, 
relocating instrument landing system, and 
approach light system strengthening the 
entire 9000 ft. length of runway 4/22, and 
associated road closings and improvements. 


Comments made by: DOT DOI USDA COE 
(EIS order No. 90891.) 

Federal Highway Administration 

Final 

Dubuque North-West Arterial. U.S. 20 to 
U.S. 52/IA-3, Dubuque County. Iowa, August 
14: the proposed project pertains to the 
construction of a divided four-lane highway 
facility beginning at U.S. 20 in the vicinity of 
its intersection with Crescent Ridge Road in 
the west-central portion of Dubuque, and a 
proceeding northerly to intersect with U.S. 52 
and IA-3 northerly of West Thirty-second 
Street, a distance of approximately 5.0 miles. 
The project is located within the Dubuque 
metropolitan area in Dubuque County. Iowa. 
(FHWA-IOWA-EIS-78-01-1.) Comments 
made by: DOI COE State Agencies. Groups 
(EIS Order No. 90880.) 

Final 

IA-14, East High Street to East Linn Street, 
Marshall County. Iowa. August 15: The 
proposed study provides for four-lane 
construction of a 0.9 mile section of existing 
Iowa 14 in Marshalltown, from just South of 
East High Street at South Center Street 
northerly and easterly to East Linn Street at 
South Third Avenue. The project will require 
the acquisition of sufficient right-of-way to 
accommodate the construction of a four-lane 
facility. The project is located in Marshall 
County. Iowa. (FHWA IOWA-EIS-77-06-F.) 
Comments made by: HUD DOI EPA COE 
State and local agencies, groups (EIS order 
No. 90882.) 

East Loop 363. from U.S. 190 to 1-35. 

Temple City. Bell County, Tex.. August 14: 
Proposed is construction of a two-lane 
highway with a 24 foot roadway with paved 
shoulders and interchange structures known 
as East Loop 363 located near Temple City, 
Bell County. Texas. The project will begin at 
U.S 190 south of Temple and extend 
approximately 8.7 miles to 1-35 north of 
Temple. The alternatives include alternate 
routes and no build. (FHWA-TEX-EIS-76- 
03-F.) Comments made by: DOT COE USDA 
DOI EPA State and local agencies (EIS Order 
No. 90878.) 

West Seattle Bridge. Spokane Street 
Corridor. King County, Wash., August 14: The 
proposed project located in Seattle. King 
County. Washington, is to construct a 
replacement bridge system for the West 
Seattle Corridor. The project area would 
extend from the vicinity of the Alaskan way 
viaduct across Harbor Island and the East 
and West waterways of the Dowamish River 
and connect with the existing West Seattle 
Freeway near Puget Ridge. The preferred 
alternative separates express or through 
traffic from local traffic by use of a fixed 
bridge slightly south of the existing 
alignment. (FHWA-WA-EIS-78-06-F.) 
Comments made by: HUD DOT DOI DOE 
COE EPA State and local agencies groups, 
individuals and businesses (EIS order No. 
90877.) 

NATIONAL SCIENCE FOUNDATION 

Contact: Mr. John Giacomini, Special 
Assistant for Operations Astronomical, 


Atmospheric Earth and Ocean Sciences. 
Room 641, National Science Foundation, 1800 
G Street. NW.. Washington. D.C. 20550 (202) 
632-7360. 

Draft 

US Antarctic Program. Continuation, 
Antarctica. August 17: Proposed is the 
continuation of the current US Antarctic 
program. This program is a large 
multidisciplinary scientific effort consisting of 
two activities: 1) scientific research and 2) 
operations support. The scientific research 
projects conducted at four year-round 
stations and temporary field camps in 
Antarctica, and aboard ships in the 
surrounding oceans. The operations support 
activity includes transportation of personnel 
and materials to. from, and within Antarctica; 
construction and maintenance of stations, 
field camps and other facilities; and general 
logistics support for all US scientific activities 
in the Antarctic. (EIS Order No. 90886.) 

NUCLEAR REGULATORY COMMISSION 

Contact: Mr. Richard E. Cunnigham, 
Director, Division of Fuel Cycle and Material 
Safety. U.S. Nuclear Regulatory Commission, 
Mail Stop SS-396, Washington. D.C. 20555 
(301) 427-4485. 

FINAL 

Spent Light Water Power Reactor Fuel. 
August 16: Proposed is a generic EIS on spent 
fuel storage prepared in response to a 
directive from the Commissioners published 
in the Federal Register, September 16.1975 
(40 FR 44801). The Commission directed the 
staff to analyze alternatives for the handling 
and storage of spent light water power 
reactor fuel with particular emphasis on 
developing long range policy. Accordingly, 
the scope of this statement examines 
alternative methods of spent fuel storage as 
well as the possible restriction or termination 
of the generation of spent fuel through 
nuclear power plant shutdown. (NUREG- 
0575.) Comments made by : DOC DOI HEW 
TVA DOE EPA State agencies individuals 
and businesses (EIS Order No. 90885.) 

VETERANS ADMINISTRATION 

Contact: Mr. Willard Sitler, Director. 
Environmental Affairs Office (66). Veterans 
Administration, 810 Vermont Avenue, 
Washington, D.C. 20420 (202) 389-2528. 

Final 

Oklahoma City VA Medical Center, 
Addition, Canadian; Cleveland; Oklahoma, 
Counties in Okla., August 17: Proposed is the 
construction of a new clinical addition to the 
VA Medical Center in Oklahoma City which 
includes portions of Canadian. Cleveland, 
and Oklahoma Counties. Oklahoma. Seismic 
deficiencies will also be corrected in portions 
of the Medical Center. The addition will 
provide expanded facilities for ambulatory 
care, clinical and administrative services, 
radiology, nuclear medicine, laboratory 
cardiac catheterization, nursing education, 
canteen service, and pharmacy. New 
ambulance entrances will be constructed. 
Comments made by: GSA DOT DOI HUD 
EPA State and local agencies (EIS Order No. 
90890.) 
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EIS’s Filed During the Week of August 13 to August 17, 1979 

| Statement Title Index—By State and County 1 


State 


County 


Status 


Statement title 


Accession No. Dated Wed Ong Agency No 


Final . 

Alabama.___TaRapooea..— Final- 

Antardca... Draft— 

CaNforma-—---Daft- 

Del Nude-Supple. 


lows . 

Oifrnqt.M 

... Final-.-. 


Marshall . 

. Final.. 

Louisiana 


. Final . 



Draft . .. 

New vp*k , ,, , 

.. Orange. 

Final _ 



Final. 

Oklahoma 

.. Canadian. 

. Final ... . 


Cleveland. 

. Final. 


Oklahoma. 

* Final......- 

Pimrfn Rim . 


. Final. 

Texas 

flail 

. Final_ 



. Final . 

Virginia. 

~ — Chesapeake 

_Final_*___ 


.. Draft 
.. Final 


Spent Light Water Power Reactor Fuel....-- 

High Service Transmission Mam. Alexander City_ 

U S Antarctic Program, continuation- 

Lake Tahoe Basin. Eldorado. Tahoe, and Toiyahe 
National Forest Service. 

Fox Unit Land Management Plan, Six Rivera Na¬ 
tional Forest. 

Fori Wayne Municipal Alport. Beer Field_ 

Dubuque North-West Arterial. U.S. 20 to U.S. S2/ 
IA-3. 

IA-14. East High Street to East Urn Street.. 

Suppi Grand Isle and Vicinity. Beach Erosion....._ 

Lake Tahoe Basin. Eldorado. Tahoe, and Toiyahe 
National Forest Service. 

WWT Facilities, Ramapo River Basin, Grants_ 

WWT Facilities, Ramapo River Basin. Grants.. 

Oklahoma City Va Medical Center, addition.. 

Oklahoma City Va Medical Center, addition.. 

Oklahoma City Va Medical Center, addition_ 

Verdemar Housing Complex. Humacao- 

Plaza Renacimiento. Stage 3. San Juan.. 

East Loop 363. from U S. 190 lo 1-35. Temple City.. 

Big Bend National Park. Master Plan_ 

Lynnhaven InleL Bay and Connecting Waters, 
Dredgmg. 

ML Baker-Snoquatmie National Forest Timber Man¬ 
agement Plan 

West Seattle Bridge. Spokane Street Corridor_ 


90885 

08-16-79- 

NRC 

90679 

08-14-79_ 

HUD* 

90886 

08-17-79_ 

NSF 

90887 

08-17-79_ 

USDA 

90888 

08-17-79_ 

USDA 

90891 

08-17-79_ 

DOT 

90880 

08-14-79_ 

DOT 

90682 

08-15-79_ 

DOT 

90889 

08-17-79_ 

COE 

90867 

08-17-79_ 

USDA 

90684 

08-16-79_ 

EPA 

00884 

08-16-79_ 

EPA 

00890 

08-17-79_ 

VA 

90890 

06-17-79_ 

VA 

90890 

08-17-79_ 

VA 

90874 

08-13-79.. 

HUD 

90676 

08-13-79_ 

HUD 

90878 

08-14-79_ 

DOT 

90875 

08-13-79. 

DOT 

90883 

06-16-79_ 

COE 

90881 

08-14-79_ 

USDA 

90877 

06-14-79_ 

DOT 


Appendix Extension/Waiver of Review Periods on EfS's Filed With EPA 


Federal agency contact 


Tide of ElS 


Dated notice 

of availability Waiver/ 
Flung status/accession No. published m extension 
"Federal 
Register** 


Date review 
terminates 


Department of Commerce 

Dr Sidney R Gaffer, Deputy Assistant Secretary. Environmental South Carolina Coastal Zone Final 90855_Aug. 17.1979, Waiver. . Sept. 8,1979. 

Affairs. Department of Commerce. Washington. D C. 20230. (202) Management Program. see app. L 

377-4335. 


Appendix III.— EIS’s Filed With EPA Which Have Been Officially Withdrawn by the Originating Agency 


Federal agency contact 


Tide of ElS 


Fifing status/accession No. 


Dated notice 
of a variability 
published in 
‘Federal 
Register" 


Date of 
withdrawal 


Department of Transportation 

Mr Martin Convisser. Director. Office of Enwronmental Affairs. U.S. Northfieto-WtUiemsIown, State Draft supp. 90028- tr tt ___ _Aug. 10,1979... Aug. 21, 1979. 

Department of Transportation. 400 7th Sir eel. S.W.. Washington, Highway VT-12 to. 1-89. 

D.C. 20590. (20 2 ) 428-4357. Washington and Orange 

Counties. Vermont 


Appendix \V.—Notice of Official Retraction 


Federal agency contact 


Dated notice 

TWe of ElS Statue/number published m Reason for retraction 

•Federal 

Register" 


None. 


Appendix V.— Availability of Reports/Additional Information Relating to ElS's Previously Filed With EPA 


Federal agency contact 


Tide of report 


Dale made available to EPA 


Accession No 


None 



















































































Federal Register / Vol. 44, No. 166 / Friday. August 24, 1979 / Notices 


49789 



Appendix VI.— Official Correction 



Federal agency contact 

Title of EtS 

Filing status/accession No. 

SCocrecton 

Dated notice 
of availability 
published in 
'Federal 
Register" 


Department of Agriculture 

Mr Barry Flamm. Coordinator. Environmental Quality Activities. Office 
of me Secretary. U.S. Department of Agriculture, Room 412A. 
Washington. D C. 20250. (202) 447-3965. 

East Side Green River Watershed 
Protection. Flood Protection. 
Washington. 

Final 90697. 

.. July 20. 1979..... 

This EIS was Incorrectly listed as 
a draft EIS. The correct status is 
final Comments will be due on 
Aug. 8, 1979. 



DEPARTMENT OF COMMERCE 

Dr Sidney R. Gaiter. Deputy Assistant Secretary. Environmental 

Affairs. Department of Commerce. Washington, D.C. 20230, (202) 
377-4335. 

Knoxville International Energy 
Exposition. 

Final supp 90873. 

Aug. 17. 1979 _ 

This EIS was incorrectly published 
in the Aug. 17, 1979 Federal 
Register with the draft 
supplement accession number 
and received date. The correct 
accession number and and 
received dale for the final 
supplement is 4190873 and Aug. 
10. 1979. 




|FR Doc. 79-28478 Filed 8-28-79:8:45 am] 
BILLING CODE 6560-01-M 


(FRL 1304-4; PFT-36] 

Pesticide Programs; Filing of Feed 
Additive Petition 

Ciba-Geigy Corp., PO Box 11422, 
Greensboro. NC 27409, has submitted a 
petition (FAP 9H5231) to the 
Environmental Protection Agency (EPA) 
which proposes that 21 CFR 561.53 be 
amended by permitting the combined 
residues of the insecticide profenofos 
[0-(4-bromo-2-chlorophenyl)-0-ethyl-S- 
propyl phosphorothioate] and its 
metabolite converted to 4-bromo-2- 
chlorophenyl and calculated as 0-(4- 
bromo-2-chlorophenyl)-0-ethylS-propyl 
phosphorothioate in connection with a 
proposed experimental program 
involving the application of the 
insecticide in the growing of soybeans 
with tolerance limitations of 2.0 parts 
per million (ppm) in or on soybean meal 
and hulls. Notice of this submission is 
given pursuant to the provisions of 
section 409(b)(5) of the Federal Food, 
Drug, and Cosmetic Act. 

Interested persons are invited to 
submit written comments on this 
petition. Comments may be submitted, 
and inquiries directed, to Product 
Manager (PM) 16, Room E-343, 
Registration Division (TS-767), Office of 
Pesticide Programs, EPA, 401 M St., SW, 
Washington, DC 20460, telephone 
number 202/426-9458. Written comments 
should bear a notation indicating the 
petition number “FAP 9H5231’. 
Comments may be made at any time 
while the petition is pending before the 
Agency. All written comments filed 
pursuant to this notice will be available 
for public inspection in the Product 
Manager’s office from 8:30 a.m. to 4:00 
p.m., Monday through Friday, excluding 
holidays. 


Dated: August 20.1979. 

Herbert S. Harrison, 

Acting Director. Registration Division. 

fFR Doc. 79-28467 Filed 8-23-79. 8:45 am] 

BILLING CODE 6560-01-M 


(FRL1304-8; PF-147) 

Pesticide Programs; Filing of 
Pesticide/Food/Feed Additive 
Petitions 

Pursuant to sections 408(d)(1) and 
409(b)(5) of the Federal Food, Drug, and 
Cosmetic Act, the Environmental 
Protection Agency (EPA) gives notice 
that the following petitons have been 
submitted to the Agency for 
consideration. 

PP 9F2235. ICI Americas Inc., Concord Pike 
and New Murphy Road. Wilmington. DE 
19897. Proposes that 40 CFR 180.365 be 
amended by establishing tolerances for the 
combined residues of the insecticide 2- 
(dimethylamino)-5.6-dimethyl-4-pyrimidinyl 
dimethylcarbamate and its metabolites 5.6- 
dimethyl-2-(formylmethylamino)-4- 
pyrimidinyl (dimethylamino)-5,6-dimethyl- 
4-(methylamino)-4-pyrimidinyl 
dimethylcarbamate (both calculated as 
parent) in or on the raw agricultural 
commodities apples at 1.0 part per million 
(ppm) and cottonseed at 0.05 ppm. The 
proposed analytical method for determinig 
residues is by gas-liquid chromatography 
using a nitrogen-specific detector. 

FAP 9H5232. ICI Americas Inc. Proposes that 
21 CFR 193 be amended by permitting the 
combined residues of the above insecticide 
in the commodity cottonseed oil at 0.2 ppm. 
FAP 9H5232. ICI Americas Inc. Proposes that 
21 CFR 561 be amended by permitting the 
combined residues of the above insecticide 
in or on the commodities apply pomance 
and pulp at 2.0 ppm. 

Interested persons are invited to 
submit written comments on these 
petitions. Comments may be submitted, 
and inquiries directed, to Product 
Manager (PM) 16, Room E-343, 
Registration Division (TS-767), Office of 
Pesticide Programs, EPA, 401 M St.. SW, 


Washington, DC 20460, telephone 
number 202/426-9458. Written 
comments should bear a notation 
indicating the petition number to which 
the comments pertain. Comments may 
be made at any time while a petition is 
pending before the Agency. All written 
comments filed pursuant to this notice 
will be available for public inspection in 
the Product Manager's office from 8:30 
a.m. to 4:00 p.m., Monday through 
Friday, excluding holidays. 

Dated: Augusl 20,1978. 

Herbert Harrison, 

Acting Director. Registration Division . 

[FR Doc 79-28466 Filed 8-28-79 8:45 «m| 

BILUNG CODE 6560-01-M 

(FRL 1304-7; PF-1461 

Pesticide Programs; Filing of Feed 

Pesticide Petitions 

Pursuant to sections 408(d)(1) and 
409(b)(5) of the Federal Food. Drug, and 
Cosmetic Act, the Environmental 
Protection Agency (EPA) gives notice 
that the following petitions have been 
submitted to the Agency for 
consideration. 

PP 9F2231. E I. du Pont de Nemours and Co.. 
Wilmington, DE 19898. Proposes that 40- 
CFR 180.253 be amended by establishing 
tolerances for residues of the insecticide 
methomyl (S-methyl-jV- 
((methylcarbamoyl)oxy] thioacetimidate) in 
or on the raw agricultural commodities 
peanut hay and forage at 10 parts per 
million (ppm). The proposed analytical 
method for determining residues is by 
microcoulometric gas chromatography. 

PP 9F2238. E. I. du Pont de Nemours and Co. 
Proposes that 40 CFR 180.303 be amended 
by establishing tolerances for residues of 
the insecticide oxamyl (methyl AW- 
dimethylW-((methylcarbamoyl)oxy]-l- 
thiooxamimidate in or on the raw 
agricultural commodities peanuts and 
peanut hulls at 0.2 ppm and peanut hay at 
10.0 ppm. The proposed analytical method 
for determining residues is by flame 
photometric gas chromatography. 
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Interested persons are invited to 
submit written comments on these 
petitions. Comments may be submitted, 
and inquiries directed, to Product 
Manager (PM) 12, Room E-335, 
Registration Division (TS-767), Office of 
Pesticide Programs, EPA, 401 M St.. SW, 
Washington, DC 20460, telephone 
number 202/426-2635. Written 
comments should bear a notation 
indicating the petition number to which 
the comments pertain. Comments may 
be made at any time while the petition is 
pending before the Agency. All written 
comments filed pursuant to this notice 
will be available for public inspection in 
the Product Manager’s office from 8:30 

a.m. to 4:00 p.m., Monday through 
Friday, excluding holidays. 

Dated: August 20.1979. 

Herbert S. Harrison, 

Acting Director, Registration Division. 

|FR Doc 79-26460 Filed 8-23-79t 045 am| 

BILLING COOE 6560-01-44 


DEPARTMENT OF HEALTH, 
EDUCATION AND WELFARE 

Food and Drug Administration 

[Docket No. 79N-01901 DEST 5378] 

Amphetamines; Drugs for Human Use; 
Drug Efficacy Study Implementation; 
Amendment or Previous Notice and 
Opportunity for Hearing 

Correction 

In FR Doc. 79-21953, published at page 
41552, on Tuesday, July 17,1979, the 
following corrections should be made: 

1. On page 41552, in the third column, 
in the paragraph labeled #2, "NDA 5- 
540 Methedrine Tablets contining” 
should be corrected to read “NDA 5-504 
Methedrine Tablets containing”; 

2. On page 41553, in the second 
column, in the paragraph *22, in the 
fifth line, “table” should be corrected to 
read "tablet”; 

3. On page 41553. in the third column, 
in the third paragraph: 

a. In the second line “September 35. 
1973” should be corrected to read 
"September 25,1973”; 

b. In the sixteenth line "NDAO.” 
should be corrected to read ”NDA).”; 

c. In the twenty-first line, "58i7” 
should be corrected to read ”587”: 

4. On page 41556, in the third column, 
in paragraph -12. in the twenty-third 


line "For other used” should be 
corrected to read "For other uses”. 

BILLING CODE 1505-01-M 


l Docket No. 79-N0179] 

Beecham Laboratories: Sansalid 
(Uredofos) Tablets; Opportunity for 
Hearing on Withdrawal of Approval of 
NADA 

Correction 

In FR Doc. 79-22005. published at page 
41727, on Tuesday, July 17,1979. the 
following corrections should be made: 

1. On page 41737, in the third column, 
in the eighth line, "were” should be 
deleted; 

2. On page 41738, in the first column, 
in paragraph #11, in the eighth line 
"(dichlorros)” should be corrected to 
read "(dichlorvos)”; 

3. On page 41739: 

a. In the first column, in the seventh 
line of the second paragraph, 
"hypersensitivity” should be corrected 
to read "hypersensitivity”; 

b. In the second column, in the eighth 
line of the seventh paragraph, "endure” 
should be corrected to read "ensure”; 

4. On page 41740, in the third column, 
in paragraph D, in the sixth line "and” 
should be corrected to read "any"; 

5. On page 41741: 

a. In the second column, in the 
twenty-first line of the third paragraph, 
"(2) giving the reasons by” should be 
corrected to read "(2) giving the reasons 
why”; 

b. In the third column, in the 
seventeenth and eighteenth lines of the 
second paragraph "elsewhere is this of’ 
should be corrected to read "elsewhere 
in this issue of*. 

BILUNG CODE 1505-01-14 


(Docket No. 78N-0116; DESI 11792] 

Carisoprodol In Combination with 
Phenacetin and Caffeine with or 
without Codeine Phosphate; and 
Carisoprodol 250-Milligram Capsules; 
Drug Efficacy Study Implementaion; 
Reevaluation; Correction 

agency; Food and Drug Administration. 
action: Correction. 

summary: In Document 79-13553 
appearing at page 26165 in the Federal 
Register for Friday. May 4.1979, in 
column two of page 26166, the last 
sentence of the paragraph entitled 
"Carisoprodol; and Carisoprodol, 
Phenacetin and Caffeine”, should be 
changed to read "Carisoprodol does not 
directly relax tense skeletal muscles in 
man.” 


FOR FURTHER INFORMATION CONTACT: 

Suzanne O’Shea, Bureau of Drugs (HFD- 
32), Food and Drug Administration. 
Department of Health, Education, and 
Welfare, 5600 Fishers Lane. Rockville. 
MD 20857, 301-443-3650. 

Dated: August 14. 1979. 

Jerome A. Halperin, 

Acting Director, Bureau of Drugs. 

[FR Doc 79-26020 Filed 8-23-79:8:45 am) 

BILUNG CODE 4110-03-M 


(Docket No. 79N-0304; DESI 17301 

Combination Drugs Containing 
Butabarbital and Hydrochlorothiazide; 
Withdrawal of Approval of New Drug 
Application 

agency: Food and Drug Administration. 
action: Withdrawal of approval. 

summary: This notice withdraws 
approval of the new drug application 
(NDA 13-312) for Butizide-25 and 
Butizide-50 Prestabs containing 
butabarbital and hydrochlorothiazide. 
The basis of the withdrawal is that the 
drug products lack substantial evidence 
of effectiveness for their labeled 
indications. These combination drug 
products, previously used to treat 
hypertension, are no longer marketed. 
EFFECTIVE DATE: September 4,1979. 
address: Requests for the opinion of 
the applicability of this notice to a 
specific product should be identified 
with the reference number DESI 1730 
and directed to the Division of Drug 
Labeling Compliance (HFD-310), Bureau 
of Drugs, Food and Drug Administration, 
5600 Fishers Lane, Rockville, MD 20857. 
FOR FURTHER INFORMATION CONTACT! 
Douglas I. Ellsworth. Bureau of Drugs 
(HFD-32). Food and Drug 
Administration. Department of Health, 
Education, and Welfare, 5600 Fishers 
Lane. Rockville, MD 20857. 301-443- 
3650. 

SUPPLEMENTARY INFORMATION: In a 

notice of opportunity for hearing (DESI 
1730, Docket No. FDC-D-534, now 
Docket No. 79N-0304) published in the 
Federal Register of December 23,1972 
(37 FR 28433], the agency proposed to 
issue an order withdrawing approval of 
the new drug applications for certain 
drugs containing amobarbital and 
dioxyline phosphate: phenobarbital and 
theobromine calcium salicylate; or 
butabarbital and hydrochlorothiazide, 
with and without reserpine. The 
proposed order was based on the lack of 
substantial evidence of effectiveness 
according to the fixed-combination drug 
policy (21 CFR 300.50). 

In response to the December 23,1972 
notice. McNeil Laboratories, Jnc., 
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requested a hearing for Butizide-25 and 
Butizide-50 Prestabs containing 
butabarbital and hydrochlorothiazide 
(NDA 13-312) and Butiserpazide-25 and 
Butiserpazide-50 Prestabs containing 
butabarbital. hydrochlorothizide, and 
reserpine (NDA 13-313). Approval of the 
other new drug applications was 
withdrawn in a Federal Register notice 
of May 2.1973 (38 FR 10828), as no other 
application holder or any other person 
filed a written notice of appearance and 
request for a hearing as provided by the 
December 23,1972 notice. 

Subsequent to the May 2,1973 notice, 
McNeil Laboratories, Inc. discontinued 
the manufacture of Butizide-25 and 
Butizide-50 Prestabs and withdrew its 
hearing request concerning these 
products. Approval of the new drug 
application for these products is now 
being withdrawn. 

NDA 13-312; Butizide-25 and Butizide- 
50 Prestabs, prolonged action tablets 
containing butabarbital and 
hydrochlorothiazide; McNeil 
Laboratories, Inc., Camp Hill Rd., Fort 
Washington, PA 19034. 

The request for a hearing concerning 
Butiserpazide-25 and Butiserpazide-50 is 
under review and will be the subject of 
a future notice. The notice that follows, 
therefore, does not apply to NDA 13- 
313, and marketing of these products 
may continue pending a ruling on the 
hearing request. 

Any drug product that is identical, 
related, or similar to the drug products 
named above and is not the subject of 
an approved new drug application is 
covered by the new drug application 
reviewed and is subject to this notice (21 
CFR 310.6). Any person who wishes to 
determine whether a specific product is 
covered by this notice should write to 
the Division Drug Labeling Compliance 
at the address given above. 

The Director of the Bureau of Drugs, 
under the Federal Food, Drug, and 
Cosmetic Act (sec. 505, 52 Stat. 1052- 
1053 as amended (21 U.S.C. 355)), and 
under the authority delegated to him (21 
CFR 5.82), finds that, on the basis of new 
information before him with respect to 
the drug products, evaluated together 
with the evidence available to him when 
the application was approved, there is a 
lack of substantial evidence that the 
drug products will have the effects they 
purport or are represented to have under 
the conditions of use prescribed, 
recommended, or suggested in the 
labeling. 

Therefore, pursuant to the foregoing 
findings, approval of NDA 13-312 and 
all its amendments and supplements is 
withdrawn effective September 4,1979. 

Shipment in interstate commerce of 
the products for which approval is 


withdrawn or of any identical, related, 
or similar product that is not the subject 
of an approved new drug application 
will then be unlawful. The products 
described above that are the subject of a 
pending hearing request may continue to 
be marketed. 

Dated: August 14,1979. 

Jerome A. Halperin, 

Acting Director, Bureau of Drugs. 

(FR Doc. 79-26001 Filed 8-23-79; 8:45 am) 

BILLING CODE 4110-03-M 


[Docket No. 78P-0078J 

Newport Research Crop.; Approval of 
Variance for Laser-Aimed Firearms 

Correction 

In Fr. Doc. 79-21954, published at page 
41549, on Tuesday, July 17,1979, the 
following corrections should be made; 

1. On page 41551, in the first column, 
in the first full paragraph, in the 
eleventh line, “misues” should be 
corrected to read “misuse’*; ' 

2. On page 41551, in the second 
column, in the first full paragraph, in the 
fifteenth line, “emerging" should be 
corrected to read “emergency". 

BILLING CODE 1505-01-41 


(Docket No. 79N-0309; DESI 5079] 

Phenylmercuric Nitrate; Withdrawal of 
Approval of New Drug Application 

agency: Food and Drug Administration. 
action: Withdrawal of approval. 

summary: This notice withdraws 
approval of the new drug application 
(NDA) 5-079 for Merpectogel Vaginal 
Jelly, formerly manufactured by William 
P. Poythress & Co., Inc. 

EFFECTIVE DATE: August 24,1979. 

FOR FURTHER INFORMATION CONTACT: 
Suzanne O’Shea, Bureau of Drugs (HFD- 
32), Food and Drug Administration, 
Department of Health, Education, and 
Welfare, 5600 Fishers Lane, Rockville, 
MD 20857, 301-443-3650. 

SUPPLEMENTARY INFORMATION: In a 
notice (DESI 5079. Docket No. FDC-D- 
245, now Docket No. 79N-0309) 
published in the Federal Register of July 
27,1972 (37 FR 15034), FDA announced 
its conclusions, based on a report of the 
National Academy of Sciences-National 
Research Council. Drug Efficacy Study 
Group, on the efficacy of the following 
drug product: 

NDA 5-079; Merpectogel Vaginal Jelly 
containing phenylmercuric nitrate and 
pectin; formerly marketed by William P. 
Poythress and Co.. Inc., 16 N. 22nd St., 
P.O. Box 26946, Richmond. VA 23261. 


The drug was classified as effective for 
maintaining vaginal hygiene; and 
possibly effective as a dressing for 
bums, chronic ulcers, and slow-healing 
wounds, and as a treatment for vaginal 
infections. The drug was found to lack 
substantial evidence of effectiveness for 
its claim related to prevention of 
posteurgical tissue infection. 

Poythress submitted no data in 
support of the less-than-effective 
indications. Therefore, all indications 
initially classified as less-than-effective 
are now considered as lacking 
substantial evidence of effectiveness. 

On June 20,1979. Poythress submitted 
a written request that the new drug 
application for Merpectogel Vaginal 
Jelly be withdrawn as the drug product 
has not been marketed since 1971 and 
the firm has no further interest in it. 

The Director of the Bureau of Drugs, 
under the Federal Food. Drug, and 
Cosmetic Act (sec. 505, 52 Stat. 1052- 
1053, as amended (21 U.S.C. 355)), and 
under authority delegated to him (21 
CFR 5.82) withdraws approval of new 
drug application 5-079 and all 
applicable supplements and 
amendments upon the applicant’s 
request for withdrawal. The withdrawal 
is effective August 24,1979. 

Shipment in interstate commerce of 
the above product will then be unlawful. 

Dated: August 14,1979. 

Jerome A. Halperin, 

Acting Director, Bureau of Drugs. 

(FR Doc 79-26030 Filed 8-23-79; 8:45 am) 

BILUNG CODE 4110-03-M 


[Docket No. 78G-0061] 

Pro-Star Mills Ltd.; Withdrawal of 
Petition for Affirmation of Gras Status 

AGENCY: Food and Drug Administration. 
action: Notice. 

summary: This document announces the 
withdrawal without prejudice of the 
petition (GRASP-7G0089) proposing that 
pea protein concentrate, pea fiber, and 
pea starch used in food be affirmed as 
generally recognized as safe (GRAS). 
for further information contact: 
Corbin I. Miles, Bureau of Foods (HFF- 
335), Food and Drug Administration, 
Department of Health, Education, and 
Welfare, 200 C St. SW., Washington, 

DC. 20204, 202-472-4750. 
SUPPLEMENTARY INFORMATION: Under 
the Federal Food, Drug, and Cosmetic 
Act (sec. 409(b), 72 Stat. 1786 (21 U.S.C. 
348(b))), the following notice is issued: 

In accordance with § 171.7 
Withdrawal of petition without 
prejudice of the procedural food 
additive regulations (21 CFR 171.7), Pro- 
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Star Milts Ltd.. 817 48th St. East. 
Saskatoon, Saskatchewan. Canada 
S7KOX5, has withdrawn its petition 
(GRASP-7G0089). notice of which was 
published in the Federal Register of 
April 7.1978 (43 FR 14738), proposing 
that pea protein concentrate, pea fiber, 
and pea starch used in food be affirmed 
as GRAS. 

Dated: August 13.1979. 

Sanford A- Miller, 

Director. Bureau of Foods. 

(FR Doc 79-26032 Filed 9-23-79: 8 45 an) 

BILLING COOE 4110-<KMI 


[Docket No. 79F-0243] 

Pennwalt Corp.; Filing of Food 
Additive Petition 

agency: Food and Drug Administration. 
action: Notice. 


summary: Pennwalt Corporation has 
filed a petition proposing that the food 
additive regulations be amended to 
provide for the safe use of 
dodecylbenzene sulfonic acid and 
isopropyl alcohol as components of 
sanitizing solutions for use on food 
processing equipment and utensils, and 
on glass bottles and other glass 
containers intended for holding milk. 

FOR FURTHER INFORMATION CONTACT. 

Gerad L. McCowin, Bureau of Foods 
(HFF-334), Food and Drug 
Administration. Department of Health, 
Education, and Welfare, 200 C St. SW., 
Washington. DC 20204, 202-472-8690. 

SUPPLEMENTARY INFORMATION: Under 

the Federal Food. Drug, and Cosmetic 
Act (sec. 409(b)(5), 72 Stat. 1786 (21 
U.S.C. 348(b)(5))), notice is given that a 
petition (FAP 9H-3429) has been filed by 
Pennwalt Corp.. Three Parkway, 
Philadelphia, PA 19102, proposing that 
the food additive regulations be 
amended to provide for the safe use of 
dodecylbenzene sulfonic acid and 
isopropyl alcohol as components of 
sanitizing solutions for use on food 
processing equipment and utensils, and 
on glass bottles and other glass 
containers intended for holding milk. 

The environmental impact analysis 
report and other relevant material have 
been reviewed, and it has been 
determined that the proposed use of the 
additive will not have a significant 
environmental impact. Copies of the 
environmental impact analysis report 
may be seen in the office of the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857. between 9 
a.m. and 4 p.m., Monday through Friday. 


Dated: August 15,1979. 

Robert M. Schaffner. 

Acting Director. Bureau of Foods. 

(FR Doc 79-25890 Filed 8-23-79 8:45 am) 

BILLING CODE 4110-03-M 


[Docket No. 79P-0054] 

CGR Medical Corp; Approval of 
Variance for Lateral Fluoroscopic 
Automatic Field Limiter 

agency: Food and Drug Administration. 
action: Notice. 

summary: The agency announces the 
approval of a variance from the 
performance standard for diagnostic x- 
ray systems and their major components 
for the Lateral Fluoroscopic Automatic 
Field Limiter, manufactured by CGR 
Medical Corp. The manufacturer 
submitted a petition for the variance, 
and the Director of the Bureau of 
Radiological Health has determined that 
the primary x-ray beam may exceed the 
primary protective barrier under certain 
conditions not addressed by the 
standard and that suitable protection 
will be provided. Thus, critical 
fluoroscopic procedures may continue 
uninterrupted when the automatic Field 
limiter’s failure necessitates switching to 
override. 

dates: The variance becomes effective 
September 24,1979 and ends September 
24,1981; written objections by 
September 24,1979. 

ADDRESS: Written objections should be 
sent to the Hearing Clerk, (HFA-305). 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT 

Raymond F. Coakley, Jr., Bureau of 
Radiological Health (HFX-460), Food 
and Drug Administration, Department of 
Health, Education, and Welfare. 5600 
Fishers Lane, Rockville, MD 20857. 301- 
443-3426. 

SUPPLEMENTARY INFORMATION: Section 
1020.32(a)(1) (21) CFR 1020.32(a)(1)) of 
the performance standard for diagnostic 
x-ray systems and their major 
components requires that a primary 
protective barrier (PPB) be in position to 
intercept the entire useful beam before 
an x-ray tube used for fluoroscopy can 
produce x-rays. This provision of the 
standard assures that radiation cannot 
be produced without the image receptor 
in place and thus unnecessarily expose 
patients and attendant personnel. In 
practice, a system of mechanical and 
electrical interlocks disables x-ray 
emission when the PPB is out of 
position. The Fluoroscopic Automatic 
Field Limiter manufactured by CGR 


Medical Corp., 2519 Wilkens Ave., 
Baltimore. MD 21203, performs the 
function of a PPB in this manufacturer’s 
fluoroscopic system. The product 
restricts the x-ray to the image receptor 
at all source-to-image-distances (SID) 
and in all axes for which the system is 
designed. In one configuration, the 
system permits (while in compliance 
with the relevant section of the 
standard) oblique lateral fluoroscopy. 
When the procedure is begun with all 
system components operating properly, 
the patient and medical personnel are 
appropriately safeguarded. However, in 
the case of a system malfunction during 
a procedure, the patient would be 
placed in serious jeopardy if the 
procedure were prematurely terminated 
by the automatic termination of the x- 
ray exposure. 

In a notice published in the Federal 
Register of May 9.1978 (43 FR 19879), 
the agency proposed to amend the 
performance standard (21 CFR 
1020.32(b)) to permit, in case of system 
failure, a capability for overriding the 
automatic x-ray field size adjustment on 
fluoroscopic x-ray systems, if 
appropriate labeling is provided. The 
manufacturer’s petition notes that it is 
possible for a system malfunction to 
occur wherein the PPB may no longer be 
fully intercepting the x-ray beam. The 
proposed override capability would not 
apply, and the procedure would have to 
be terminated. In light of this possibility, 
the manufacturer has requested a 
variance from § 1020.32 (a)(1) to provide 
an override capability in case of a 
system failure in the Fluoroscopic 
Automatic Field Limiter. The 
advantages to be derived from this 
variance are related to patient safety 
during life-endangering procedures 
when a field limiting system fails. The 
procedure would be interrupted only as 
long as it takes the operator to turn on 
the override key. Image quality would 
be maintained because no change in SID 
would be required. The practitioner 
would be free to decide to continue or 
not based on his judgment with respect 
to patient benefit and attendant risk. 
With suitable user instructions and 
warning labels and signals, radiation 
protection can be maintained. 

It must be clearly understood that this 
variance will allow a procedure which is 
begun with a fluoroscopic system in 
compliance with the standard (21 CFR 
1020.32) to continue to completion. This 
override capability will not permit the 
system to be set up in an unsafe mode in 
order to perform a procedure for which 
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the system is not designed. Thus, the 
PPB will be in proper position and the 
overide switch turned off at the 
beginning of the lateral fluoroscopy. The 
override capability allows the procedure 
to continue when the interlock system 
later fails but the protective barriers do 
not. The warning signal is given so that 
attendant personnel can take whatever 
precautions they deem necessary. 

The Director, Bureau of Radiological 
Health, agrees that the added override 
capability is a necessary safety feature 
and that radiation protection to 
attendant personnel can be maintained 
with the use of this product. The 
capability to complete lateral 
fluoroscopic procedures is particularly 
needed because these special 
procedures would be likely to involve a 
high percentage of patients who are 
critically ill. However, adequate 
warning must be provided to personnel 
who are in the room when the machine 
is operating in the override mode, so 
they will know precautions must be 
taken to avoid exposure. Therefore, in 
addition to user instructions and 
appropriate labeling, two specific 
requirements must be met* (1) The 
override switch must be labeled with an 
appropriate sign warning that its use is 
hazardous and must occur only in case 
of Fluoroscopic Automatic Field Limiter 
failure; and (2) a warning light and/or 
sound perceptible to all in the x-ray 
room must continue when the main 
power switch and the override are both 
on. 

On condition of prior approval of the 
labeling and warning provision, the 
Director approves the requested 
variance from § 1020.32(a)(1) to allow 
the use of an override capability in case 
of system failure during a lateral oblique 
fluroscopic procedure. The manufacturer 
is directed to modify, in accordance 
with § 1010.4(d) (21 CFR 1010.4(d)), the 
tags, labels, or other certification 
required by § 1010.2 (21 CFR 1010.2) and 
permanently affixed to or inscribed 
upon products that are marketed under 
this variance, to state the following; 

“This product complies with Variance 
No. 79P-0054 effective on September 24, 
1979." 

The agency has reviewed the 
potential environmental impact of this 
variance and has concluded that the 
action will not significantly affect the 
quality of the human environment, and 
that an environmental impact statement 
is not required. An environmental 
impact assessment report i 9 on file in 
the office of the Hearing Clerk, Food and 
Drug Administration, address above. 

Variance No. 79P-0054 becomes 
effective on September 24,1979, for the 
manufacture of 10 product units per 


year, and ends September 24.1981, 
unless written objections and supporting 
documentation, identified with Hearing 
Clerk Docket No. 79P-0054, are filed 
with the Hearing Clerk (HFA-305), Food 
and Drug Administration, address 
above, on or before September 24,1979, 
requesting that the variance be modified 
or not granted. Upon receipt of 
objections and supporting 
documentation, the agency will stay the 
effective date of the variance until the 
Director, Bureau of Radiological Health, 
rules on them. Under § 1010.4(c)(3) (21 
CFR 1010.4(c)(3)), the applicant will be 
notified of the stay by certified mail, and 
a notice of the stay will be published in 
the Federal Register. FDA will rule on 
the objections within 60 days. The ruling 
will be published in the Federal Register 
and will constitute final agency action 
subject to judicial review under section 
358(d) of the Public Health Service Act. 
as amended by the Radiation Control for 
Health and Safety Act of 1968 (the act) 
(42 U.S.C. 263f(d)). 

The application for this variance and 
all related correspondence, except 
information covered by the 
confidentiality provisions of section 
360A(e) of the act (42 U.S.C. 263i(e)), 
have been placed on public display in 
the office of the Hearing Clerk (HFA- 
305), Food and Drug Administration. Rm. 
4-65, 5600 Fishers Lane, Rockville, MD 
20857, and may be seen from 9 a.m. to 4 
p.m. Monday through Friday. 

Dated; August 16.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A (fairs. 

|FR Doc 79-26346 Filed 6-23-79; 645 am) 

BILLING CODE 4110-03-11 


Consumer Participation; Open Meeting 
agency; Food and Drug Administration. 
action: Notice. 

summary: The Food and Drug 
Administration (FDA) announces a 
forthcoming consumer exchange meeting 
to be chaired by George R. White, 
District Director, District Office, Atlanta. 
GA. 

date: The meeting will be held 1 p.m. to 
5 p.m., Thursday. August 30,1979. 

address: The meeting will be held at 
the Carolina Inn, Cameron Ave., Chapel 
Hill, NC. 

FOR FURTHER INFORMATION CONTACT: 

Faye P. Matlock, Consumer Affairs 
Officer, Food and Drug Administration, 
Department of Health, Education, and 
Welfare, 880 W. Peachtree St., NW.. 
Atlanta, GA 30309, 404-681-7355.Q02 


SUPPLEMENTARY INFORMATION: The 

purpose of this meeting is to encourage 
dialogue between consumers and FDA 
officials, to identify and set priorities for 
current and future health concerns, to 
enhance relationships between local 
consumers and FDA*s Atlanta District 
Office, and to contribute to the agency's 
policymaking decisions on vital issues. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc 79-26345 Filed 6-23-79, 8:45 nm| 

BILUNG CODE 4110-03-M 


Health Resources Administration 

Advisory Committee; Meeting 

In accordance with section 10(a)(2) of 
the Federal Advisory Committee Act 
(Public Law 92-463), announcement is 
made of the following National 
Advisory body scheduled to meet during 
the month of September 1979: 

Name: National Advisory Council on Health 
Professions Education. 

Date and Time: September 10-11,1979. 8:30 
a.m. 

Place: Conference Room 7-32, Center 
Building. 3700 East-West Highway, 
Hyattsville, Maryland 20782. 

Open September 10,1979, 8:30 a.m.—12:30 
p.m. (10:30 a.m.—12:30 p.m. will be 
structured study for Council members.) 
Closed remainder of meeting. 

Purpose: The Council advises the Secretary 
concerning the programs authorized by the 
Health Professions Educational Assistance 
Act of 1976, including recommendations on 
contracts, grant applications for 
construction, capitation, special projects, 
and financial need. These and other 
programs are designed to enable the health 
professions education institutions to meet 
the Nation’s health manpower 
requirements. 

Agenda: Agenda items for the open portion of 
the meeting will include Bureau Update. 
Update on 1980 Budget, consideration of 
minutes of previous meeting, and 
discussion of future meeting dates. The 
remainder of the meeting will be closed to 
the public for the review of applications for 
Grants for Mid-Career Training in Health 
Administration/Planning. The closing is in 
accordance with the provisions set forth in 
section 552b(c)(6), Title 5 U.S. Code, and 
the Determination by the Administrator, 
Health Resources Administration, pursuant 
to Public Law 92-463. 

Anyone wishing to obtain a roster of 
members, minutes of meetings, or other 
relevant information should contact Mr. 
Robert L. Belsley, Bureau of Health 
Manpower. Room 4-27, Center Building, 3700 
East-West Highway, Hyattsville, Maryland 
20782, Telephone (301) 436-6564. 

Agenda items are subject to change as 
priorities dictate. 
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Dated: August 13,1979. 
fames A. Walsh. 

Associate Administrator for Operations and 
Management . 

[FR Doc 79-26495 Filed 6-23-79; 8 45 nm| 

BILLING CODE 4110-83-M 


Office of Education 

National Advisory Council on Adult 
Education; Meeting 

agency: National Advisory Council on 
Adult Education. 

action: Notice of meeting._ 

summary: This notice sets forth the 
schedule and proposed agenda of a 
forthcoming meeting of the Orientation 
Ad Hoc Committee of the National 
Advisory Council on Adult Education. 
Notice of this meeting is required under 
the Federal Advisory Committee Act 
(Pub. L. 92-463. Sec. 10(a)(2)). 
date: September 11,1979, Noon to 10:00 
p.m.; September 12.1979, 8:00 a.m. to 
Noon. 

address: Holiday Inn. 1000 East 6th 
Street. Reno, Nevada. 

FOR FURTHER INFORMATION CONTACT: 

Dr. Gary A. Eyre, Executive Director. 
National Advisory Council on Adult 
Education, 425 13th St., N.W.. 
Washington. D.C. 20004 (202/376-8892). 
SUPPLEMENTARY INFORMATION: The 

National Advisory Council on Adult 
Education is established under Section 
313 of the Adult Education Act (20 
U.S.C. 1201). The Council is directed to: 

Advise the Commissioner in the 
preparation of general regulations and with 
respect to policy matters arising in the 
administration of this title, including policies 
and procedures governing the approval of 
State plans under section 306 and policies to 
eliminate duplication, and to effectuate the 
coordination of programs under this title and 
other programs offering adult education 
activities and services. 

The Council shall review the 
administration and effectiveness of programs 
under this title, make recommendations with 
respect thereto, and make annual reports to 
the President of its findings and 
recommendations (including 
recommendations for changes in this title and 
other Federal laws relating to adult education 
activities and services). The President shall 
transmit each such report to the Congress 
together with his comments and 
recommendations. 

The meeting of the Committee shall be 
open to the public. 

The proposed agenda includes: 

Orientation Meeting and Procedures—New 
Presidential Appointees. 

Orientation Materials. 

Committee Structures. 

Orientation Meeting Format with Urban 
Policy Meeting. 


Records shall be kept of all Council 
proceedings, and shall be available for 
public inspection at the Office of the 
National Advisory Council on Adult 
Education. 425 13th St., NW., Suite 323, 
Washington, D.C. 20004. 

Signed at Washington. D.C.. on August 21, 
1979. 

Gary A. Eyre, 

Executive Director ; National Advisory 
Council on Adult Education. 

(FR Doc 79-26359 Filed 6-23-79: 8:45 am| 

BILLING CODE 4110-02-M 


DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 

(Docket No. D-79-5791 

Certain HUD Employees in Denver 
Regional Office, Region VIII; 
Redelegation of Authority To 
Administer Oaths and Verify 
Complaints 

Section A. Authority to Administer 
Oaths and Verify Complaints. The 
incumbents of the following positions in 
the Department of Housing and Urban 
Development, Denver Regional Office, 
are hereby authorized to administer 
oaths under Section 811(a) of Title VIII 
(Fair Housing) of the Civil Rights Act of 
1968 Pub. L. 90-284 (42 U.S.C. 3611(a)) 
and to verify complaints filed under the 
Civil Rights Act of 1968: 

1. Director, Fair Housing and Equal 
Opportunity Compliance Division. 

2. Director, Program Compliance and 
Operations Division. 

3. Equal Opportunity Specialists. 

4. Equal Opportunity Program 
Assistant. 

Section B. Supersedure. This 
redelegation of authority supersedes the 
redelegation effective January 22,1973 
(38 FR 6422. March 9,1973). 

Redelegation of Authority by the 
Assistant Secretary for Fair Housing 
and Equal Opportunity effective April 2, 
1976 (41 FR 14208, April 2.1976). 

Effective date: This redelegation of 
authority shall be effective July 1,1979. 
Sandra K. Woods 

Regional Director for Fair Housing and Equal 
Opportunity, Denver Regional Office. 

(FR Doc. 79-26348 Filed 8-23-79: 8:45 am| 

BILLING CODE 4210-O1-M 


(Docket No. D-79-581J 

Deputy Regional Administrator, 
Region IX, San Francisco; Designation 

The officers appointed to the 
following listed positions in Region IX 
(San Francisco) are hereby designated 
to serve as Acting Deputy Regional 


Administrator during the absence of the 
Deputy Regional Administrator, with all 
the powers, functions and duties 
redelegated or assigned to the Deputy 
Regional Administrator: Provided, That 
no officer is authorized to serve as 
Acting Deputy Regional Administrator 
unless the preceding officer in this 
designation is unable to act by reason of 
absence: Provided, further , That in the 
absence of both the Regional 
Administrator and the Deputy Regional 
Administrator, if the officer first 
designated below is serving as Acting 
Regional Administrator by virtue of 
other designations, the second officer 
designated below shall serve as Acting 
Deputy Regional Administrator. 

1. Regional Counsel. 

2. Director. Office of Regional 
Administration. 

(Delegation of Authority to Designate 
Acting Regional Officers. 27 FR 4319, 
May 4.1962.) 

This designation shall be effective on 
May 1,1979. 

Emma D. McFarlin. 

Regional Administrator, Region IX. San 
Francisco. 

(FR Doc. 79-26350 Filed 8-23-79; 8 45 am| 

BILLING CODE 4210-01-M 


(Docket No. D-79-5801 

Regional Director, Fair Housing and 
Equal Opportunity, Denver Regional 
Office; Redelegation of Authority With 
Respect To Fair Housing 

Section A. Authority with respect to 
fair housing. The Regional Director. Fair 
Housing and Equal Opportunity, Denver 
Regional Office, is authorized to 
exercise the power and authority of the 
Secretary. Housing and Urban 
Development, under Title VIII (Fair 
Housing) of the Civil Rights Act of 1968. 
Pub. L. 90-284 (42 U.S.C. 3601-3619), 
except the authority to: 

1. Make studies and publish reports 
under Section 808(e) of the Act (42 
U.S.C. 3608(d)); and 

2. Issue rules and regulations. 

Section B. Authority to Redelegate. 

The Regional Director, Fair Housing and 
Equal Opportunity is further authorized 
to redelegate to subordinate employees 
in the Regional Office the authority of 
the Secretary to administer oaths under 
Section 811(a) of the Act (42 U.S.C. 
3611(a)) and to verify complaints filed 
under the Civil Rights Act of 1968. 

Section C. Supersedure. This 
redelegation of authority supersedes the 
redelegation pulished at 36 FR 11821, 
June 19,1971. 

Redelegation of Authority by 
Assistant Secretary for Fair Housing 
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and Equal Opportunity effective April 2, 
1976 (41 FR 14208. April 2,1976). 

Effective date: This redelegtion of 
authority shall be effective, July 1,1979. 
Betty Miller, 

Regional Administrator. Region VIII, 
(Denver). 

(FR Doc. 79-2834® Filed 8-23-79; 8 45 am] 

BILLING COD€ 4210-01-M 


DEPARTMENT OF THE INTERIOR 
Bureau of Land Management 
[F-19155-201 

Alaska Native Claims Selection and 
Easement Conformance; Notice for 
Publication 

By decision dated June 26,1978, 
among other things, certain lands were 
determined proper for regional selection 
and approved for interim conveyance or 
patent to Doyon, Limited, under the 
provisions of section 12(c) of the Alaska 
Native Claims Settlement Act of 
December 18,1971 (85 Stat. 688, 701; 43 
U.S.C. 1601.1611(a) (1976) (ANCSA). 
Additionally, that decision reserved 
certain public easements to the United 
States pursuant to section 17(b) of the 
ANCSA. 

The decision of June 26,1978. states 
that, “These reservations (section 17(b) 
easements) have not been conformed to 
the Departmental easement policy 
announced March 3,1978. Conformance 
is contingent upon resolution of the 
litigation Calista, et o/v. Andrus, et al, 
and implementation of the Secretary’s 
new easement policy.” On November 27, 
1978, new section 17(b) easement 
regulations were published in the 
Federal Register as final rule making (43 
FR 56326). The process of review by the 
Bureau of Land Management to bring 
easements into conformance with the 
regulations is now complete. 
Accordingly, the decision of June 26. 
1978. is modified by deleting paragraph 
12 of the listed reservations to the 
United States and substituting the 
following new paragraph: 

“Pursuant to sec. 17(b) of the Alaska 
Native Claims Settlement Act of 
December 18,1971 (85 Stat. 688, 708; 43 
U.S.C. 1601,1616(b) (1976)). the 
following public easements, referenced 
by easement identification number (EIN) 
on the easement maps attached to this 
document, copies of which will be found 
in case file F-21779-20, are reserved to 
the United States. All easements are 
subject to applicable Federal, State, or 
municipal corporation regulation. The 
following is a listing of uses allowed for 
each type of easement. Any uses which 
are not specifically listed are prohibited. 


25 Foot Trail—The uses allowed on a 
twenty-five (25) foot wide trail easement are: 
travel by foot, dogsled. animals, 
snowmobiles, two and three-wheel vehicles, 
and small all-terrain vehiles (less than 3.000 
lbs. Gross Vehicle Weight (GVW)). 

50 Foot Trail— 'The uses allowed on a fifty 
(50) foot wide trail easement are: travel by 
foot, dogsled. animals, snowmobiles, two and 
three-wheel vehicles, small and large all- 
terrain vehicles, track vehicles, and four- 
wheel drive vehicles. 

60 Foot Road— The uses allowed on a sixty 
(60) foot wide road easement are: travel by 
foot, dogsled. animals, snowmobiles, two and 
three-wheel vehicles, small and large all- 
terrain vehicles, track vehicles, four-wheel 
drive vehicles, automobiles, and trucks. 

Easements to Be Reserved: 

a. (EIN 2 C5) An easement for a 
proposed access trail twenty-five (25) 
feet in width from public lands in Sec. 

36, T. 16 N., R. 17 E., Copper River 
Meridian, southeasterly through Sec. 1, 
T. 15 N., R. 17 E.. Copper River Meridian, 
to public lands. The uses allowed are 
those listed above for a twenty-five (25) 
foot wide trail easement. 

b. (EIN 5 C5, L) An easement for an 
existing access trail fifty (50) feet in 
width from the Alaska Highway in Sec. 
19, T. 16 N., R. 18 E„ Copper River 
Meridian, easterly to public lands. The 
uses allowed are those listed above for 
a fifty (50) foot wide trail easement. 

c. (EIN 14 C5, L) An easement for an 
existing access trail twenty-five (25) feet 
in width from the Alaska Highway in 
Sec. 11, T. 14 N. t R. 19 E., Copper River 
Meridian, northerly to public lands. The 
uses allowed are those listed above for 
a twenty-five (25) foot wide trail 
easement. 

d. (EIN 40 C4) An easement for a 
proposed access trail fifty (50) feet in 
width from Sec. 36, T. 16 N., R. 19 E.. 
Copper River Meridian, southeasterly to 
public lands. The uses allowed are those 
listed above for a fifty (50) foot wide 
trail easement. 

e. (EIN 49b K) An easement one 
hundred (100) feet in width for an 
existing road and utility line from the 
Beaver Creek Relay Site in Sec. 28. T. 15 
N., R. 19 E., Copper River Meridian, 
northerly to the AFTAC site in Sec. 21, 

T. 15 N., R. 19 E.. Copper River Meridian. 
The uses allowed for the utility line are 
those activities associated with the 
operation and maintenance of the utility 
line facility and the uses allowed for the 
road are those listed above for a sixty 
(60) foot wide road easement. The uses 
are limited to the U.S. Government, its 
agents or assignees. 

f. (EIN 52 C4, C5, E) An easement for a 
proposed access trail fifty (50) feet in 
width from a point in Sec. 31, T. 13 N., R. 
18 E., Copper River Meridian, westerly 


to public lands in Sec. 1, T. 12 N., R. 17 
E.. Copper River Meridian. The uses 
allowed are those listed above for a fifty 
(50) foot wide trail easement.” 

Except as modified by this decision, 
the decision of June 26,1978, stands as 
written. 

Notice of this decision is being 
published once in the Federal Register 
and once a week, for four (4) 
consecutive weeks, in the Fairbanks 
Daily News-Miner. Any person who 
claims a property interest in land which 
is adversely affected by the modification 
set forth in this decision (as to 
conformed section 17(b) easements), 
may appeal the decision to the Alaska 
Native Claims Appeal Board, P.O. Box 
2433, Anchorage, Alaska 99510 with a 
copy served upon both the Bureau of 
Land Management, Alaska State Office, 
701 C Street, Box 13, Anchorage, Alaska 
99513 and the Regional Solicitor. Office 
of the Solicitor, 510 L Street, Suite 408, 
Anchorage, Alaska 99501, also: 

1. Any party receiving service of this 
decision shall have 30 days from the 
receipt of this decision to file an appeal. 

2. Any unknown parties, any parties 
unable to be located after reasonable 
efforts have been expended to locate 
and any parties who failed or refused to 
sign the return receipt shall have until 
September 23,1979 to file an appeal. 

3. Any party known or unknown who 
may claim a property interest which is 
adversely affected by this decision as to 
the issue of section 17(b) easements, 
shall be deemed to have waived those 
rights which were adversely affected 
unless an appeal is timely filed with the 
Alaska Native Claims Appeal Board. 

If an appeal is taken, the adverse 
party to be served with a copy of the 
notice of appeal is: 

Doyon, Limited, First and Hall Streets. 
Fairbanks. Alaska 99701. 

To avoid summary dismissal of the 
appeal, there must be strict compliance 
with the regulations governing such 
appeal. Further information on the 
manner of and requirement for filing an 
appeal may be obtained from the Bureau 
of Land Management, 701 C Street, Box 
13, Anchorage, Alaska 99513. 

Sue A. Wolf. 

Acting Chief. Division of ANCSA Operations . 

(FR Doc. 79-28385 Piled 8-23-79: 8:45 am] 

BILLING CODE 4310-84-41 


Proposed 5-Year Outer Continental 
Shelf Oil and Gas Lease Sale Schedule; 
Notice of Availability of Draft 
Environmental Statement 

Pursuant to section 102(2)(C) of the 
National Environmental Policy Act of 
1969, the Department of the Interior has 
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prepared a draft environmental 
statement relating to a proposed Five- 
Year Outer Continental Shelf Oil and 
Gas Lease Sale Schedule, prepared 
according to section 18 of the Outer 
Continental Shelf Lands Act. as 
amended (92 Stat. 632). 

Single copies of the draft 
environmental statement can be 
obtained from the Office of the 
Manager, New York Outer Continental 
Shelf Office. Bureau of Land 
Management, 26 Federal Plaza. Suite 32- 
120. New York. New York 10007; Office 
of the Manager. New Orleans Outer 
Continental Shelf Office. Bureau of Land 
Management. Hale Boggs Federal 
Building, Suite 841, 500 Camp Street, 
New Orleans. Louisiana 70130; Office of 
the Manager, Pacific Outer Continental 
Shelf Office. Bureau of Land 
Management, 7663 Federal Building, 300 
North Los Angeles Street. Los Angeles, 
California 90012; Office of the Manager, 
Alaska Outer Continental Shelf Office, 
Bureau of Land Managment. P.O. Box 
1159, Anchorage. Alaska 99510, and 
from the Office of Public Affairs, Bureau 
'of Land Management (130). Washington, 
D.C. 20240. 

Copies of the draft environmental 
statement will also be available for 
review in public libraries located 
throughout the coastal States. 
Information regarding the location of 
libraries where copies of the statement 
will be available may be obtained from 
the OCS Offices listed above. 

In accordance with 43 CFR 3314.1, 
public hearings will be held in New 
York. New York; New Orleans, 
Louisiana, Los Angeles. California; 
Anchorage. Alaska; and Washington, 
D.C. for the purpose of receiving 
comments and suggestions relating to 
the proposed lease schedule. The exact 
locations and dates of the hearings will 
be announced at a later date. Comments 
will be accepted until October 15.1979. 

After a public hearing is held and 
comments have been received and 
analyzed, a final environmental 
statement will be prepared. 

Ed Hastey. 

Associate Director. Bureau of Land 
Management. 

Approved: August 21.1979. 

Larry' E. Meierotto. 

Secretary of the Interior. 

I PR Doc 79-26378 Filed 8-23-79. 8:45 din) 

BILLING CODE 4310-84-M 


[W-686351 

Wyoming; Application 

August 16,1979. 

Notice is hereby given that pursuant 
to Sec. 28 of the Mineral Leasing Act of 
1920, as amended (30 U.S.C. 185), the 
Colorado Interstate Gas Company of 
Colorado Springs. Colorado filed an 
application for a right-of-way to 
construct two 4 l /2 inch O.D. pipelines, 
two 4' X 6' meter houses and related 
metering and dehydration facilities for 
the purpose of transporting natural gas 
across the following described public 
lands; 

Sixth Principal Meridian, Wyoming 

T. 17 N.. R. 94 W.. 

Sec. 4. NVfeSW 1 /*; 

Sec. 10. EV2NWV4. 

The proposed pipelines will transport 
natural gas from the Chorney-Federal 
#4-1 Well in the SWVSi of section 4 and 
the Madrid-Federal **10-1 Well in the 
NWtt of section 10 to points of 
connection with existing pipelines. The 
proposed 4' X 6' metering houses and 
related metering and dehydration 
facilities are to be located entirely 
within the 50 foot right-of-way in the 
SW '/4 of section 4 and the NWV 4 of 
section 10, all within T. 17 N.. R. 94 W., 
Sweetwater County, Wyoming. 

The purpose of this notice is to inform 
the public that the Bureau will be 
proceeding with consideration of 
whether the application should be 
approved, and if so, under what terms 
and conditions. 

Interested persons desiring to express 
their views should do so promptly. 
Persons submitting comments should 
include their name and address and 
send them to the District Manager. 
Bureau of Land Management, 1300 Third 
Street, P.O. Box 670. Rawlins. Wyoming 
82301. 

Harold G. Stinchcomb. 

Chief, Branch of Lands and Minerals 
Operations. 

|FR Doc 79-28384 Filed 8-23-79:8:45 am| 

BILLING CODE 4310-84-M 


Bureau of Reclamation 

Sioux Falls Unit, South Dakota 

Pursuant to Section 102(2)(c) of the 
National Environmental Policy Act of 
1969, the Department of the Interior has 
prepared a draft environmental 
statement for Sioux Falls Unit, South 
Dakota. This statement (INT DES 79-49. 


dated July 30,1979) was made available 
to the public on July 30.1979. 

The draft environmental statement 
covers impacts of constructing a 
reservoir on Slip Up Creek near the city 
of Sioux Falls, and associated pumping 
plans and pipelines for municipal water, 
recreation, and fish and wildlife 
development. 

A public hearing will be held in Sioux 
Falls, South Dakota, at the Howard 
Johnson Motor Lodge on September 27 
at 9:30 to 12:30 a.m., 2 to 5 p.m. and 7 
p.m. until all presentations have been 
made, to receive views and comments 
from interested organizations or 
individuals relating to the environmental 
impacts of this project. Oral statements 
at the hearing will be limited to a period 
of 15 minutes. Speakers will not be 
allowed to trade their time to obtain a 
longer oral presentation; however, the 
person authorized to conduct the 
hearing may allow any speaker to 
provide additional oral comment after 
all persons wishing to make comment 
have been heard. Speakers will be 
scheduled according to the time 
preference mentioned in their letter or 
telephone request, whenever possible, 
and any scheduled speaker not present 
when called will lose his’or her privilege 
in the scheduled order and his name will 
be recalled at the end of the scheduled 
speakers. Requests for scheduled 
presentation will be accepted up to 4 
p.m. on September 25. and any 
subsequent requests will be handled on 
a first-come, first-served basis following 
the scheduled presentation. 

Organizations or individuals desiring 
to present their statement at the hearing 
should contact the Project Manager. 
Missouri-Oahe Projects Office. Bureau 
of Reclamation. P.O. Box 825, 450 
Dakota Avenue South, Huron, South 
Dakota 57350. telephone (605) 352-8651. 
extension 242. and announce their 
intention to participate. Written 
comments from those unable to attend, 
and from those wishing to supplement 
their oral presentation at the hearing 
should be sent on or before October 2, 
1979, so that they can be included in the 
hearing record. 

Dated: August 16,1979. 

Clifford I. Barrett. 

Acting Commissioner. 

|FR Doc. 79-26142 Filed 8-23-79. 8 45 «m| 

BILUNG CODE 4310-09-M 
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Fish and Wildlife Service 

Endangered Species Permit; Receipt 
of Application 

Applicant: Regional Director, U.S. Fish 
and Wildlife Service, P.O. Box 95067, 
Atlanta. Georgia 30347. 

The applicant requests a permit to 
take various species for short term 
surveys to document the presence of 
listed species. 

Documents and other information 
submitted with this application are 
available to the public during normal 
business hours in Room 601,1000 N. 
Glebe Road, Arlington, Virginia, or by 
writing to the Director, U.S. Fish and 
Wildlife Service (WPO) Washington, 
D.C. 20240. 

This application has been assigned 
file number PRT 2-3996. Interested 
persons may comment on this 
application by submitting written data, 
views, or arguments to the Director at 
the above address on or before 
September 24,1979. Please refer to the 
file number when submitting comments. 

Dated: August 13.1979. 

Donald G. Donahoo, 

Chief. Permit Branch. Federal Wildlife Permit 
Office. U.S. Fish and Wildlife Service. 

|FR Doc 79-28253 Filed 8-23-79; 8:45 am| 

BILLING CODE 4310-55-M 


Endangered Species Permit; Notice of 
Receipt of Application 

Applicant: E. G. and G.. 130 Robin Hill 
Rd.. Goleta, California 93017. 

The applicant requests a permit to live 
trap and release San Joaquin kit foxes 
(Vulpes macrotis mutica ) and blunt- 
nosed leopard lizards (Crotaphytus 
silus ) for scientific purposes. 

Humane care and treatment during 
transport has been indicated by the 
applicant. 

Document and other information 
submitted with this application are 
available to the public during normal 
business hours in Room 601.1000 N. 
Glebe Road. Arlington, Virginia, or by 
writing to the Director. U.S. Fish and 
Wildlife Service (WPO). Washington, 
D.C. 20240. 

This application has been assigned 
file number PRT 2-4573. Interested 
persons may comment on this 
application by submitting written data, 
views, or arguments to the Director at 
the above address on or before 
September 24.1979. Please refer to the 
file number when submitting comments. 


Dated: August 16.1979. 

Fred L. Bolwahnn, 

Acting Chief. Permit Branch. Federal Wildlife 
Permit Office, U.S. Fish and Wildlife Service. 

|FR Doc. 79-26254 Filed 8-23-79: &45 am) 

BILLING CODE 4310-55-M 


Issuance of Permit for Marine 
Mammals and Endangered Species 

On June 15,1979. a Notice was 
published in the Federal Register (44 FR 
34649), that an application has been 
filed with the Fish and Wildlife Service 
by Donald B. Siniff and John R. Tester, 
University of Minnesota, Minneapolis, 
Minnesota 55455. for a permit to conduct 
research on sea otters (Enhydra lutris) 
in Alaska and California. 

Notice is hereby given that on August 
6,1979, as authorized by the provisions 
of the Marine Mammal Protection Act of 
1972 (16 U.S.C. 1361-1407), the Fish and 
Wildlife Service issued a permit PRT 2- 
4114, to capture 20 sea otters in 
California and 300 in Alaska, attach 
telemetry devices and/or tags to the 
animals, collect blood samples and 
conduct other experiments as described 
in the application, subject to certain 
conditions set forth in the permit. 

The permit is available for public 
inspection during normal business hours 
at the Fish and Wildlife Service’s office 
in Room 601,1000 N. Glebe Road, 
Arlington, Virginia. 

Dated: August 14.1979. 

Donald G. Donahoo, 

Chief, Permit Branch, Federal Wildlife Permit 
Office. 

(FR Doc 79-26258 Filed 8-23-7$ 8:45 am) 

BILLING CODE 4310-55-M 


Threatened Species Permit; Receipt of 
Permit Renewal Request 

Applicant: George H. Wilson, 3404 
Old River Rd.. Fallon. Nevada 89406. 

The permittee wishes to renew his 
Captive Self-Sustaining Population 
permit authorizing the purchase and sale 
in interstate commerce, for the purpose 
of propagation, all species of pheasants 
listed in 50 CFR 17.11 as T(C/P). 

Humane shipment and care in transit is 
assured. 

Documents and other information 
submitted with the permit file are 
available to the public during normal 
business hours in Room 601,1000 N. 
Glebe Road, Arlington. Virginia, or by 
writing to the Director, U.S. Fish and 
Wildlife Service (WPO). Washington, 
D.C. 20240. 

This permit file has been assigned file 
number PRT 2-1219. Interested persons 
may comment on this file by submitting 
written data, views, or arguments to the 
Director at the above address on or 


before September 24,1979. Please refer 
to the File number when submitting 
comments. 

Dated: August 16.1979. 

Fred L. Bolwahnn, 

Acting Chief. Permit Branch. Federal Wildlife 
Permit Office. US. Fish and Wildlife Service. 

[FR Doc. 79-28255 Filed 8-23-7$ 8:45 am) 

BILLING CODE 4310-55-M 


National Park Service 

Publication of a Boundary Map 
Charlestown Navy Yard, Boston NHP 

There is hereby published a boundary 
map which details the land associated 
with the Charlestown Navy Yard in the 
Boston National Historical Park in 
Boston, Massachusetts, pursuant to Pub. 
L. 95-625. Section 310. Comments on the 
Map should be addressed to Planning 
and Design Section, North Atlantic 
Region, National Park Service, 15 State 
Street, Boston, Massachusetts 02109. 

Dated: August 16.1979. 

L. J. Hovig, 

Acting Regional Director. North Atlantic 
Region. 

BILLING CODE 4310-70-M 
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[FR Doc. 7&-26401 Filed 8-23-78; 8:45 am] 

BUJJMG CODE 4310-70-C 
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Publication of a Boundary Map Salem 
Maritime NHS, Salem, Mass. 

There is hereby published a boundary 
map which details the land which is 
being added to the Salem Maritime 
NHS, pursuant to Pub. L. 95-625, Section 
301. Comments on the map should be 
addressed to Planning and Design 
Section, North Atlantic Region, National 
Park Service, 15 State Street, Boston. 
Massachusetts 02109. 

Dated: August 16.1979. 

L. J. Hovig, 

Acting Regional Director, North Atlantic 
Region. 


BILLING CODE 4310-70-t* 
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DEPARTMENT OF JUSTICE 

Consent Judgment in Clean Air Act 
Enforcement Action 

In accordance with Departmental 
policy. 28 CFR 50.7, 38 FR 19029, notice 
is hereby given that a proposed consent 
decree in United States of America v. 

The Connecticut Charcoal Company has 
been lodged with the United States 
District Court for the District of 
Connecticut. The decree requires that 
Connecticut Charcoal design and place 
into operation pollution abatement 
facilities to bring it beehive reduction 
kilns into compliance with the 
Connecticut air pollution regulations for 
particular matter and fugitive dust. The 
company has also agreed to pay to the 
United States a twelve thousand dollar 
civil penalty. 

The Department of Justice will receive 
for a period of thirty (30) days from the 
date of this notice written comments 
relating to the proposed consent 
judgment. Comments should be 
addressed to the Assistant Attorney 
General. Land and Natural Resources 
Division, Department of Justice, 
Washington. D.C. 20530, and should 
refer to United States v. Connecticut 
Charcoal Company, D.J. Ref. 90-5-2-1- 
169. 

The proposed consent decree may be 
examined at the office of the United 
States Attorney. 722 U.S.P.O. and 
Courthouse, 5th & Walnut Streets. 
Cincinnati, Ohio 45202, at the Region V 
office of the Environmental Protection 
Agency. 230 South Dearborn Street, 
Chicago, Illinois 60604, and at the 
Pollution Control Section, Land and 
Natural Resources Division, Department 
of Justice (Room 2625). Ninth Street and 
Pennsylvania Avenue, NW, Washington* 
DC 20530. A copy of the proposed 
consent decree may be obtained in 
person or by mail from the Pollution 
Control Section, Land and Natural 
Resources Division. Department of 
Justice. 

lames W. Moorman, 

Assistant Attorney General, Land and 
Xatural Resources Division, 

IKK Doc. 79-26388 Filed 8-23-78, 8:45 ami 
BILLING COD€ 4410-01-41 


DEPARTMENT OF LABOR 

Mine Safety and Health Administration 

[Docket No. M-79-1S-M] 

Cotter Corp.; Petition for Modification 
of Application of Mandatory Safety 
Standard 

Cotter Corporation, 9305 West 


Alameda Parkway. Suite 201, Lakewood, 
Colorado 80226 has filed a petition to 
modify the application of 30 CFR 57.11- 
55 (emergency hoisting facilities) to its 
SM 18. CJP 21, CFR 7 and CJD 9 Mines 
located in Nucla, Colorado. The petition 
is filed under section 101(c) of the 
Federal Mine Safety and Health Act of 
1977, Pub. L. 95-164. 

The substance of the petition follows: 

1. As an alternative to locating an 
emergency hoisting facility at each of 
the above mines, the petitioner proposes 
to maintain a portable, truck-mounted 
emergency hoisting unit. 

2. The truck-mounted unit will include 
a hoist, headframe and capsule. 

3. Each of the affected mines is within 
a 25 mile radius of Nucla, Colorado 
where the emergency hoisting unit will 
be located. Travel time to any mine 
within the radius would be about one 
hour. 

4. The petitioner also proposes to 
install refuge stations adjacent to the 
bottom of the mines’ ventilation raises 
which are designated as escapeways to 
be served by the portable hoisting unit. 
These refuge stations will provide a safe 
place for personnel to assemble. 

5. The petitioner believes that its 
alternative will achieve no less 
protection for its personnel than that 
provided by the standard as well as 
providing the following advantages: 

(a) The portable hoisting unit will be 
of superior quality to fixed hoists as it 
will not be subjected to weather and 
other natural hazards which affect 
readiness. 

(b) The central location of the 
portable hoisting unit allows for its 
maintenance and operation to be 
handled by personnel well familiar with 
them. 

(c) The portable hoisting unit is 
adaptable to use in ventilation raises 
not normally designated, but capable of 
being used, as escapeways. 

Request for Comments 

Persons interested in this petition may 
furnish written comments on or before 
September 24,1979. Comments must be 
Filed with the Office of Standards, 
Regulations and Variances. Mine Safety 
and Health Administration, 4015 Wilson 
Boulevard, Arlington, Virginia 22203. 
Copies of the petition are available for 
inspection at that address. 

Dated: August 15,1979. 

Robert B. Lagather, 

Assistant Secretary for Mine Safety and 
Health. 

[FR Doc. 79-26408 Filed 8-23-79; 8.45 amj 

BILLING CODE 4519-43-M 


[Docket No. M-79-106-C] 

Harlan-Cumberland Coal Co.; Petition 
for Modification of Application of 
Mandatory Safety Standard 

Harlan-Cumberland Coal Company. 
Grays Knob, Kentucky 40829 has filed a 
petition to modify the application of 30 
CFR 75.1910 (canopies) to its No. 2 Mine 
located in Harlan County, Kentucky. 

The petition is Filed under section 101(c) 
of the Federal Mine Safety and Health 
Act of 1977, Pub. L. 95-164. 

The substance of the petition follows: 

1. The petition concerns the 
installation of cabs or canopies on two 
shuttle cars in the petitioner’s mine. 

2. The petitioner believes that cabs or 
canopies on its shuttle cars would result 
in a diminution of safety for the 
following reasons: 

(a) Cabs or canopies would restrict 
the operator’s field of vision, possibly 
resulting in injuries to persons working 
in the face area. 

(b) Cabs or canopies could catch and 
tear loose roof bolts, damaging the roof 
support. 

3. For these reasons, the petitioner 
requests relief from the application of 
the standard to its shuttle cars. 

Request for Comments 

Persons interested in this petition may 
furnish written comments on or before 
September 24,1979. Comments must be 
filed with the Office of Standards. 
Regulations and Variances. Mine Safety 
and Health Administration. 4015 Wilson 
Boulevard, Arlington, Virginia 22203. 
Copies of the petition are available for 
inspection at that address. 

Dated: Augusl 17,1979; 

Robert B. Lagather. 

Assistant Secretary for Mine Safety and 
Health 

[FR Doc. 79-26404 Filed 8-23-79. 8:45 am] 

BILLING CODE 4510-43-11 


[Docket No. M-79-23-M1 

Hecla Mining Co.; Petition for 
Modification of Application of 
Mandatory Safety Standard 

Hecla Mining Company, Post OfFice 
Box 320, Wallace, Idaho 83837 has Filed 
a petition to modify the application of 30 
CFR 57.19-71 (hoisting procedures) to its 
Lucky Friday Mine and Star Mine 
located in Shoshone County, Idaho. The 
petition is filed under section 101(c) of 
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the Federal Mine Safety and Health Act 
of 1977, Pub. L. 95-164. 

The substance of the petition follows: 

1. The standard prohibits miners from 
riding in skips or buckets with materials, 
supplies or tools. 

2. During shaft sinking at the 
petitioner's mines, blasting at the bottom 
of the shafts could destroy timbers 
installed at the bottom of the shaft. 

3. Accordingly, shaft guides are not 
generally installed all the way to the 
bottom of the shaft during construction, 
making it necessary for workers to guide 
the hoisting bucket onto chairs and thus 
onto the shaft guides. 

4. If this procedure were not followed, 
the bucket could swing into loose rock 
and turn over, spilling loose supplies 
onto workers at the bottom of the shaft. 

5. The petitioner requests permission 
for its workers to ride irrskips or 
buckets with supplies, materials or tools 
during shaft sinking and shaft repair 
operations to prevent unattended 
materials from falling down the shaft on 
top of workers below. 

6. As part of its alternative method, 
the petitioner proposes the following: (a) 
Supplies, materials and tools will be 
securely fastened during transit. 

(b) Two miners will ride in the skip or 
bucket at all times when such items are 
hoisted. 

(c) A special signal will be given to 
alert the hoistman that such items are 
being so hoisted. 

7. The petition further details hoisting 
procedures for specific items of material, 
supplies and tools. 

8. The petitioner believes that its 
alternative method will achieve no less 
protection for its miners than that 
provided by the standard. 

Request for Comments 

Persons interested in this petition may 
furnish written comments on or before 
September 24,1979. Comments must be 
filed with the Office of Standards. 
Regulations and Variances, Mine Safety 
and Health Administration, 4015 Wilson 
Boulevard. Arlington, Virginia 22203. 
Copies of the petition are available for 
inspection at that address. 

Dated: August 14,1979. 

Robert B. Lagather, 

Assistant Secretary for Mine Safety and 
Health. 

|FR Doc 79-25407 Filed 5-23-79; 8:45 am) 

BILUNG CODE 4510-43-44 


[Docket No. M-79-99-C] 

Rushton Mining Co.; Petition for 
Modification of Application of 
Mandatory Safety Standard 

Rushton Mining Company. Post Office 
Drawer 589, Philipsburg, Pennsylvania 
16866 has filed a petition to modify the 
application of 30 CFR 75.1405 (automatic 
couplers) to its Rushton Mine located in 
Centre County, Pennsylvania. The 
petition is filed under section 101(c) of 
the Federal Mine Safety and Health Act 
of 1977. Pub. L. 95-164. 

The substance of the petition follows: 

1. In September 1976, the petitioner 
received a favorable decision on its 
proposal (Docket No. M-74-106) to 
couple and uncouple its off-track 
haulage equipment with a levered-pin 
system. This system eliminates the 
necessity of miners passing between 
cars or manually directing the coupling 
of a link and pin coupling assembly. 

2. With its present petition, the 
petitioner requests modification of 
stipulations in the 1976 decision and 
order. The petitioner requests 
permission to use a second hole in its 
supply car bumper for off-track coupling. 
This second hole provides for greater 
maneuverability in hauling. 

3. In addition, by pinning the second 
hole during off-track coupling, the 
operator does not have to go between 
equipment nor leave his position to set 
the levered-pin normally used for on- 
track coupling. 

4. The use of the second hole for on- 
track haulage will be prohibited. 

5. The petitioner believes that its 
alternative will achieve no less 
protection for its miners than that 
provided by the standard. 

Request for Comments 

Persons interested in this petition may 
furnish written comments on or before 
September 24.1979. Comments must be 
filed with the Office of Standards, 
Regulations and Variances, Mine Safety 
and Health Administration. 4015 Wilson 
Boulevard, Arlington, Virginia 22203. 
Copies of the petition are available for 
inspection at that address. 

Dated: August 15,1979. 

Robert B. Lagather, 

Assistant Secretary for Mine Safety and 
Health. 

[FR Doc. 79-26409 Filed 8-23-79; 8:45 am| 

BILLING CODE 4510-43-M 


[Docket No. M-79-124-C] 

Spring Branch Coal Co.; Petition for 
Modification of Application of 
Mandatory Safety Standard 

Spring Branch Coal Company, 
Baisden. Wyoming County. West 
Virginia has filed a petition to modify 
the application of 30 CFR 75.1710-1 
(canopies) to its Milam Fork No. 1 Mine 
located in Wyoming County. West 
Virginia. The petition is filed under 
section 101(c) of the Federal Mine’Safety 
and Health Act of 1977, Pub. L. 95-164. 
The substance of the petition follows: 

1. The petition concerns the use of 
cabs or canopies on electric face 
equipment in the petitioner’s mine. 

2. The coal seam the petitioner is 
mining varies from 40 to 48 inches in 
height. 

3. The petitioner believes that the 
application of the standard to its mine 
will result in a diminution of safety. Due 
to numerous undulations in the coal 
seam, cabs or canopies would catch on 
the roof of the mine. 

4. For this reason, the petitioner 
requests relief from the application of 
the standard to its mine. 

Request for Comments 

Persons interested in this petition may 
furnish written comments on or before 
September 24,1979. Comments must be 
filed with the Office of Standards, 
Regulations and Variances. Mine Safety 
and Health Administration, 4015 Wilson 
Boulevard, Arlington, Virginia 22203. 
Copies of the petition are available for 
inspection at that address. 

, Dated: August 17,1979. 

Robert B. Lagather, 

Assistant Secretary for Mine Safety and 
Health. 

(FR Doc. 79-26406 Filed 0-23-79. 8:45 am] 

BILLING COOE 4510-43-M 


[Docket No. M-79-125-C] 

Westmoreland Coal Co.; Petition for 
Modification of Application of 
Mandatory Safety Standard 

Westmoreland Coal Company. Big 
Stone Gap. Virginia 24219 has filed a 
petition to modify the application of 30 
CFR 75.305 (weekly examinations) to its 
Prescott No. 2 Mine located in Wise 
County. Virginia. The petition is filed 
under section 101(c) of the Federal Mine 
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Safety and Health Act of 1977, Pub. L 
95-164. 

The substance of the petition follows: 

1. Due to adverse roof conditions, the 
petitioner is unable to travel a specified 
return airway at its mine. 

2. The return air from the airway is 
coursed directly to the outside of the 
mine and is not used for any additional 
ventilation requirements. 

3. As an alternative to making weekly 
examinations for hazardous conditions 
in the return airway, the petitioner 
proposes to establish two checkpoints to 
determine the quantity and quality of 
the return air. 

4. The petitioner believes that its 
alternative will achieve no less 
protection for its miners than that 
provided by the standard. 

Request for Comments 

Persons interested in this petition may 
furnish written comments on or before 
September 24,1979. Comments must be 
filed with the Office of Standards. 
Regulations and Variances, Mine Safety 
and Health Administration. 4015 Wilson 
Boulevard, Arlington, Virginia 22203. 
Copies of the petition are available for 
inspection at that address. 

Dated: August 17,1979. 

Robert B. Lagather, 

Assistant Secretary for Mine Safety and 
Health. 

|FR Doc. 79-28405 Filed 8-23-79:8:45 am| 

BILUNG CODE 4510-43-M 


Office of the Secretary 
l T A-W-5590-55921 

Avondale Mills; Notice of Negative 
Determinations Regarding Eligibility 
To Apply for Worker Adjustment 
Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of investigations regarding 
certifications of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigations were initiated on 
June 18.1979 in response to worker 
petitions received on June 12.1979 
which were filed on behalf of workers 
and former workers producing cotton 
yam at the Eufaula, Alabama and 
Ozark, Alabama plants and dyed cotton 
and acrylic yam at the Tifton, Georgia 
plant of Avondale Mills. In the following 
determination, without regard to 


whether any of the other criteria have 
been met, the following criterion has not 
been met: 

That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 

The Department conducted a survey 
of customers purchasing yam from the 
Eufaula, Alabama, Ozark. Alabama and 
Tifton, Georgia plants of Avondale 
Mills. The survey revealed that none of 
the responding customers with 
decreased purchases of yam from the 
plants had increased their purchases of 
imported yam. 

Conclusion 

After careful review, I determine that 
all workers of the Eufaula. Alabama. 
Ozark, Alabama and Tifton, Georgia 
plants of Avondale Mills are denied 
eligibility to apply for adjustment 
assistance under Title II. Chapter 2 of 
the Trade Act of 1974. 

Signed at Washington. D.C. this 18th day of 
August 1979* 

C. Michael Aho. 

Director, Office of Foreign Economic 
Research. 

[FR Doc. 79-28415 F\l*d8-23-79; 8:45 am( 

BILLING CODE 4510-28-M 


[TA-W-5551, 55521 

Bata Shoe Co., Inc.; Notice of Negative 
Determination Regarding Eligibility To 
Apply for Worker Adjustment 
Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on 
June 12,1979 in response to a worker 
petition received on June 7,1979 which 
was filed on behalf of workers and 
former workers producing rubber 
canvas and vinyl footwear for men, 
women, and children at the Belcamp. 
Maryland and Elkins. West Virginia 
facilities of Bata Shoe Company, 
Incorporated. In the following 
determination, without regard to 
whether any of the other criteria have 
been met, the following criterion has not 
been met: 


That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 

Average employment of hourly 
workers at the Belcamp facility of Bata 
Shoe Company increased in 1977 and in 

1978 compared to the preceding year 
and remained stable in the January-May 

1979 period compared to the same 
period of 1978. Average employment of 
hourly workers at the Elkins plant 
increased in 1978 compared to 1977 and 
in the January-May 1979 period 
compared to the same period of 1978. 
Workers who were on lay-off status in 
June 1979 at the Elkins plant are being 
recalled in August 1979. 

The Belcamp and Elkins plants of 
Bata Shoe Company form an integrated 
production unit Production of finished 
pairs of rubber canvas and vinyl 
footwear at the Belcamp and the Elkins 
plants increased in 1978 compared to 
1977 and increased in the first five 
months of 1979 compared to the 
corresponding period of 1978. 

Conclusion 

After careful rview, I determine that 
all workers of the Belcamp, Maryland 
and Elkins. West Virginia facilities of 
the Bata Shoe Company, Incorporated 
are denied eligibility to apply for 
adjustment assistance under Title II. 
Chapter 2 of the Trade Act of 1974. 

Signed at Washington, D*C. this 15th day of 
August 1979. 

James F. Taylor, 

Director, Office of Management, 
Administration and Planning. 

(FR Doc 79-26018 Filed 8-23-79: 8:48 am} 

BILLING CODE 4510-28-44 


[TA-W-5575] 

Bernardi Fashions, Inc.; Notice of 
Negative Determination Regarding 
Eligibility To Apply for Worker 
Adjustment Assistance 

In accordance with section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance, each of the group eligibility 
requirements of section 222 of the Act 
must be met. 

The investigation was initiated on 
June 15,1979 in response to a worker 
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petition received on June 12,1979 which 
was filed by the International Ladies' 
Garment Workers’ Union on behalf of 
workers and former workers producing 
ladies' coats at Bernardi Fashions. 

Jersey City. New Jersey. The 
investigation revealed that the correct 
corporate title is Bernardi Fashions, 
Incorporated. Without regard to whether 
any of the other criteria have been met, 
the following criterion has not been met: 

That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 

Bernardi began producing ladies' 
winter coats in July 1977. Employment at 
Bernardi increased in July-December 

1978 compared to July-December 1977. 
Production increased from quarter to 
quarter throughout 1978 and 1979, with 
the exception of a seasonal decline in 
the first quarter of each year. 

Coat manufacturers for whom 
Bernardi performed contract work were 
surveyed. Manufacturers who reduced 
orders with Bernardi in January-June 

1979 compared to January-June 1978 did 
not purchase imported ladies' coats nor 
did they utilize foreign contractors. 
These manufacturers did not experience 
declining sales during the comparable 
time period. 

Conclusion 

After careful review, I determine that 
all workers of Bernardi Fashions, 
Incorporated! Jersey City, New Jersey 
are denied eligibility to apply for 
adjustment assistance under Title II, 
Chapter 2 of the Trade Act of 1974. 

Signed at Washington. D.C. this 20th day of 
August 1979. 

James F. Taylor, 

Director. Office of Management. 
Administration and Planning. 

(FR Doc. 79-20417 Filed 8-23-79:8:45 am) 

BILLING CODE 4510-28-M 


[TA-W-5561J 

Comfort Products Co.; Certification 
Regarding Eligibility To Apply for 
Worker Adjustment Assistance 

In accordance with section 223 of the 
Trade Act of 1974 (19 USC 2273] the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance, each of the group eligibility 


requirements of section 222 of the Act 
must be met. 

The investigation was initiated on 
June 14,1979. in response to a worker 
petition received on June 1.1979, which 
was filed on behalf of workers and 
former workers producing men’s, 
women’s and children’s house slippers 
at Comfort Products Company, 
Worcester, Massachusetts. The 
investigation revealed that the plant 
produces primarily men’s, women's and 
children’s house slippers. It is concluded 
that.all of the requirements have been 
met. 

U.S. imports of vinyl slide casual 
shoes which are included the house 
slippers category have increased 
absolutely in 1978 and continued to rise 
in 1979. 

A Departmental survey of the 
customers of Comfort Products 
Company revealed that customers 
accounting for a significant proportion 
of the subject Firms sales decreased . 
their purchases of men’s and women’s 
slippers and increased their purchases 
of casual shoes “Browsabouts” type 
which are directly competitive with 
domestically produced slippers. This is 
consistent with the Trade and Industry 
analysis which reported increases of the 
competitive vinyl slide casual shoe in 
1978 and which has continued to rise in 
1979. 

Conclusion 

After careful review of the facts 
obtained in the investigation. I conclude 
that increases of imports of articles like 
or directly competitive with women’s, 
men’s and children’s house slippers 
produced at Comfort Products Company, 
Worcester. Massachusetts contributed 
importantly to the decline in sales or 
production and to the total or partial 
separation of workers of that firm. In 
accordance with the provisions of the 
Act. I make the following certification: 

All workers of Comfort Products Company, 
Worcester, Massachusetts who became 
totally or partially separated from 
employment on or after October 14.1978 are 
eligible to apply for adjustment assistance 
under Title II, Chapter 2 of the Trade Act of 
1974. 

Signed at Washington. D.C. this 13th day of 
August 1979. 

James F. Taylor. 

Director, Office of Management . 
Administration and Planning. 

|FR Doc. 79-28418 Filed 8-23-79, 6:45 am| 

BILUNG CODE 4510-28-M 


[TA-W-5762) 

The Finney Co.; Notice of Negative 
Determination Regarding Eligibility To 
Apply for Worker Adjustment 
Assistance 

In accordance with section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of section 222 of the Act 
must be met. 

The investigation was initiated on July 
20,1979 in response to a worker petition 
received on July 12.1979 which was 
filed on behalf of workers and former 
workers producing outdoor television 
(TV) antennas at the Clinton, Kentucky 
plant of The Finney Company D.B. A. 
Finney Manufacturing Company. In the 
following determination, without regard 
to whether any of the other criteria have 
been met, the following criterion has not 
been met: 

That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 

Evidence developed during the course 
of the investigation revealed that the 
Clinton, Kentucky plant of The Finney 
Company produces only outdoor TV 
antennas. U.S. imports of outdoor TV 
antennas are negligible. 

Conclusion 

After careful review, I determine that 
all workers at the Clinton, Kentucky 
plant of The Finney Company are 
denied eligibility to apply for adjustment 
assistance under Title II, Chapter 2 of 
the Trade Act of 1974. 

Signed at Washington, D.C. this 20th day of 
August 1979. 

James F. Taylor, 

Director. Office of Management. 
Administration and Planning 

|FR Doc. 79-28419 Filed 8-23-79; 8:45 am| 

BILLING CODE 4510-28-M 
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[TA-W- 5650, 5650-A and 5650-BJ 

Gant, Inc.; Certification Regarding 
Eligibility To Apply for Worker 
Adjustment Assistance 

In accordance with section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance, each of the group eligibility 
requirements of section 222 of the Act 
must be met. 

The investigation was initiated on 
June 26,1979 in response to a worker 
petition received on June 18.1979 which 
was filed by the Amalgamated Clothing 
and Textile Workers Union on behalf of 
workers and former workers producing 
men’s shirts and women’s blouses and 
sportswear at the New Haven, 
Connecticut plant of Gant Incorporated. 
The investigation was expanded to 
include workers and former workers 
producing men’s shirts and women's 
blouses at the San Antonio, Texas (TA- 
W-5650-A) and Salisbury, Maryland 
(TA-W-5650-B) plants of Gant, 
incorporated. It is concluded that all of 
the requirements have been met. 

U.S. imports of men's and boys' 
woven dress and sport shirts increased 
from 1977 to 1978 and rose in the first 
quarter of 1979 compared to the first 
quarter of 1978. U.S. imports of men’s 
and boys’ knit dress and sport shirts, 
excluding T-shirts, increased from 1977 
to 1978. U.S. imports of women’s, misses’ 
and children’s blouses and shirts 
increased from 1977 to 1978. 

Company imports by Gant, Inc. of 
men’s and boys’ shirts and apparel 
increased from 1977 to 1978. A 
Department survey revealed that 
surveyed customers reduced purchases 
from Gant, Inc. and increased purchases 
imports in the first half of 1979 
compared to the first half of 1978. 

Conclusion 

After careful review of the facts 
obtained in the investigation. I conclude 
that increases of imports of articles like 
or directly competitive with men’s shirts 
and women’s blouses produced at Gant. 
Incorporated contributed importantly to 
the decline in sales or production and to 
the total or partial separation of workers 
of that firm. In accordance with the 
provisions of the Act, I make the 
following certification: 

All workers of Gant. Incorporated. New 


Haven. Connecticut who became totally or 
partially separated from employment on or 
after September 26,1978; all workers of Gant, 
Incorporated, San Antonio, Texas who 
became totally or partially separated from 
employment on or after November 7.1978; 
and all workers of Gant. Incorporated, 
Salisbury, Maryland who became totally or 
partially separated from employment on or 
after June 14.1978 and on or before June 30. 
1979 are eligible to apply for adjustment 
assistance under Title II, Chapter 2 of the 
Trade Act of 1974. 

Signed at Washington, D.C. this 20th day of 
August 1979. 
fames F. Taylor, 

Director , Office of Management. 
Administration and Planning. 

(FR Doc. 79-20420 Filed 8-23-79-. 8:45 am) 

BILLING CODE 4510-28-M 


ITA-W-5582] 

Genoa Fashions, Inc.; Certification 
Regarding Eligibility To Apply for 
Worker Adjustment Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance, each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on 
June 15.1979 in response to a worker 
petition received on June 12,1979 which 
was filed by the International Ladies' 
Garment Workers’ Union on behalf of 
workers and former workers producing 
ladies' costs at Genoa. Hoboken. New 
Jersey. The investigation revealed that 
the company’s full name is Genoa 
Fashions. Incorporated. It is concluded 
that all of the requirements have been 
met. 

Imports of women’s, misses’, and 
children’s coats and jackets increased 
absolutely and relative to domestic 
production in 1977 compared with 1976 
and in 1978 compared with 1977. 

Genoa Fashions began producing 
ladies' coats in March, 1978. A 
Department survey revealed that a coat 
manufacturer providing Genoa Fashions 
with most of its contract work 
decreased orders with Genoa in the 
second quarter of 1979 compared with 
the like period in the previous year. This 
manufacturer reported decreasing 
orders with other domestic contractors 
in 1978 compared with 1977 and in the 


first six months of 1979 compared with 
the first six months of 1978. The 
manufacturer further indicated 
increased orders with foreign 
contractors and increased purchases of 
imports in 1978 compared with 1977 and 
during January-June 1979 compared with 
January-June 1978. In the future, the coat 
manufacturer expects to increase its 
purchases of imported coats. 

Conclusion 

After careful review of the facts 
obtained in the investigation, I conclude 
that increases of imports of articles like 
or directly competitive with ladies’ coats 
produced at Genoa Fashions, 
Incorporated, Hoboken, New Jersey 
contributed importantly to the decline in 
sales or production and to the total or 
partial separation of workers of that 
firm. In accordance with the provisions 
of the Act, 1 make the following 
certification: 

All workers of Genoa Fashions, 
Incorporated. Hoboken. New Jersey who 
became totally or partially separated from 
employment on or after October 1,1978 are 
eligible to apply for adjustment assistance 
under Title II. Chapter 2 of the Trade Act of 
1974. 

Signed at Washington. D.C., this 14th day 
of August 1979. 

C. Michael Aho, 

Director, Office of Foreign Economic 
Research. 

[FR Doc. 79-26421 Filed 8-23-79 8:45 am) 

BILUNG CODE 4510-28-M 


[TA-W-5707] 

Georgia Pacific Corp.; Notice of 
Negative Determination Regarding 
Eligibility To Apply for Worker 
Adjustment Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on July 
5,1979 in response to a worker petition 
received on July 2,1979 which as filed 
by the International Woodworkers 
Union on behalf of workers and former 
workers producing sanded Douglas fir 
plywood at Georgia Pacific Corporation, 
Coos Bay Division, Coos Bay, Oregon. 
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The investigation revealed that the 
complete name of the plant referred to 
in the petition is the Georgia Pacific 
Corporation, Coos Bay Division. Douglas 
fir plywood plant. In the following 
determination, without regard to 
whether any of the other criteria have 
been met. the following criterion has not 
been met: 

That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 

Evidence developed during the course 
of the investigation indicated that 
imports of softwood plywood, compared 
to domestic production, are negligible. 
The ratio of imports to domestic 
production was less than 0.2 percent 
from 1975 through 1978. U.S. imports of 
softwood plywood decreased absolutely 
and relative to domestic production in 
the first three months of 1979 compared 
to the same period in 1978. 

The petition alleges that increasing 
exports of logs from the U.S. have led to 
a shortage of raw logs available to the 
mill for processing into finished 
plywood. However, the export of logs 
cannot be considered to have adversely 
affected the domestic production of 
plywood within the meaning of Section 
222(3) of the Trade Act of 1974. 

Conclusion 

After careful review. I determine that 
all workers of Georgia Pacific 
Corporation. Coos Bay Division, Douglas 
fir plywood plant, Coos Bay, Oregon are 
denied eligibility to apply for adjustment 
assistant under Title 11. Chapter 2 of the 
Trade Act of 1974. 

Signed at Washington. D C. this 15th day of 
August 1979. 

James F. Taylor, 

Director, Office of Management, 
Administration, and Planning. 

(FR Doc 79-28422 Filed 8-23-7*. 8:45 am] 

BILLING CODE 4510-28-41 


ITA-W-5408] 

Gold Seal Garter Corp.; Notice of 
Affirmative Determination Regarding 
Application for Reconsideration 

On July 10,1079, an official of the 
Undergarment and Negligee Workers 
Union requested administrative 
reconsideration of the Department of 
Labor’s Negative Determination 
Regarding Eligibility to Apply for 
Worker Adjustment Assistance in the 
case of workers and former workers of 
Gold Seal Garter Corporation, New 
York City, New York. This 


determination was published in the 
Federal Register on June 29,1979. (44 FR 
38014). 

In issuing the negative determination, 
the Department cited increasing sales in 
1978 relative to 1977 as supporting the 
conclusion that increased imports of 
articles like or directly competitive with 
articles produced by the workers’ firm 
had not contributed importantly to the 
separation of workers at the firm. The 
petitioning union attributes the increase 
in 1978 firm sales to the addition of an 
article to the firm’s product line whose 
manufacture was contracted out to 
another domestic firm. Further, the 
petitioner states that, in 1978 at least 
one major customer substituted 
imported articles for those formerly 
purchased from the workers’ firm thus 
necessitating a reduction in the firm’s 
work force. 

Conclusion 

After review of the application. I 
conclude that this claim of the petitioner 
is of sufficient weight to justify 
reconsideration of the Department of 
Labor’s prior decision. The application 
is, therefore, granted. Signed at 
Washington, D.C., this 20th day of 
August 1979. 
fames F. Taylor, 

Director, Office of Management, 
Administration and Planning. 

[FR Doc. 78-26423 Filed 8-23-7*. 8:45 «m] 

BILUNG CODE 4510-28-M 


[TA-W-5630, 5642, 5643 and 5643A1 

Harwood Cos. Inc.; Notice of 
Determinations Regarding Eligibility 
To Apply for Worker Adjustment 
Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on 
June 22.1979, in response to worker 
petitions received on June 18,1979, 
which were filed by the International 
Ladies' Garment Workers Union on 
behalf of workers and former workers 
producing men's underwear and shorts 
at Adele Manufacturing Corporation, 
Phillip Manufacturing Company and Rio 
Grande Manufacturing Corporation, Rio 
Grande, Puerto Rico. The investigation 
revealed that Adele Manufacturing 


Corporation and Phillip Manufacturing 
Company produce men’s and boys’ 
undershorts and that Rio Grande 
Manufacturing Corporation produces 
men’s and boys’ undershorts and 
athletic shorts. The investigation also 
revealed that all of the subject firms are 
subsidiaries of Harwood Companies, 
Incorporated. 

The investigation was expanded to 
include workers producing undershorts 
at the Abingdon, Virginia plant of the 
Marion-Harwood Manufacturing 
Company, which is also a subsidiary of 
the Harwood Companies, Incorporated. 
In the following determination, without 
regard to whether any of the other 
criteria have been met for workers 
producing undershorts at Rio Grande 
Manufacturing Corporation, the 
following criterion has not been met: 

That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 

The decline in production of athletic 
shorts at Rio Grande Manufacturing 
Corporation was due to the seasonal 
pattern of sales and production for this 
product. Retail sales peak in the spring. 
Production correspondingly peaks in 
late fall and early winter. The Harwood 
Manufacturing Company Division of the 
Harwood Companies, Incorporated 
reduced production of athletic shorts at 
its Rio Grande Manufacturing 
Corporation and other Division 
locations in spring 1979 in response to 
this seasonal pattern. 

The Division began producing athletic 
shorts in November 1977. Division sales 
of the product increased in the first half 
of 1979 compared with the first half of 
1978. The Division does not import 
athletic shorts. 

For all workers of Adele 
Manufacturing Corporation and Phillip 
Manufacturing Company, and for 
workers producing men’s and boys' 
undershorts at Rio Grande 
Manufacturing Corporation and the 
Abingdon, Virginia plant of Marion- 
Harwood Manufacturing Company, all 
of the criteria have been met. 

U.S. imports of men’s and boys’ 
underwear increased in 1978 compared 
with 1977. 

The Harwood Manufacturing 
Company Division began importing 
men’s and boys' undershorts in 
December 1978. These imports 
constituted a significant proportion of 
the Division's sales of undershorts in the 
first five months of 1979. 
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Conclusion 

After careful review of the facts 
obtained in the investigation, I conclude 
that increases of imports of articles like 
or directly competitive with the men’s 
and boys’ undershorts produced at 
Adele Manufacturing Corporation, 

Phillip Manufacturing Company and Rio 
Grande Manufacturing Corporation, Rio 
Grande, Puerto Rico and at the 
Abingdon, Virginia plant of Marion- 
Harwood Manufacturing Company 
contributed importantly to the decline in 


BILLING CODE 4510-28-M 


investigations Regarding 
Certifications of Eligibility To Apply for 
Worker Adjustment Assistance 

Petitions have been filed with the 
Secretary of Labor under Section 221(a) 
of the Trade Act of 1974 (“the Act’’) and 
are identified in the Appendix to this 
notice. Upon receipt of these petitions, 
the Director of the Office of Trade 
Adjustment Assistance, Bureau of 
International Labor Affairs, has 
instituted investigations pursuant to 
Section 221(a) of the Act and 29 CFR 
90.12, 


sales of production and to the total or 
partial separation of workers of those 
firms. In accordance with the provisions 
of the Act, I make the following 
certification: 

The specified groups of workere at the 
following plants of the companies in the 
Harwood Manufacturing Company Division 
of the Harwood Companies. Incorporated 
who became totally or partially separated 
from employment on or after November 18, 
1978 are eligible to apply for adjustment 
assistance under Title II. Chapter 2 of the 
Trade Act of 1974. 


The purpose of each of the 
investigations is to determine whether 
absolute or relative increases of imports 
of articles like or directly competitive 
with articles produced by the worker’s 
firm or an appropriate subdivision 
thereof have contributed importantly to 
an absolute decline in sales or 
production, or both, of such firm or 
subdivision and to the actual or 
threatened total or partial separation of 
a significant number or proportion of the 
workers of such firm or subdivision. 

Petitioners meeting these eligibility 
requirements will be certified as eligible 
to apply for adjustment assistance under 
Title 11, Chapter 2, of the Act in 


accordance with the provisions of 
Subpart B of 29 CFR Part 90. The 
investigations will further relate, as 
appropriate, to the determination of the 
date on which total or partial 
separations began or threatened to 
begin and the subdivision of the firm 
involved. 

Pursuant to 29 CFR 90.13, the 
petitioners or any other persons showing 
a substantial interest in the subject 
matter of the investigations may request 
a public hearing, provided such request 
is filed in writing with the Director, 
Office of Trade Adjustment Assistance, 
at the address shown below, not later 
than September 4,1979. 

Interested persons are invited to 
submit written comments regarding the 
subject matter of the investigations to 
the Director, Office of Trade Adjustment 
Assistance, at the address shown below, 
not later than September 4,1979. 

The petitions filed in this case are 
available for inspection at the Office of 
the Director, Office of Trade Adjustment 
Assistance, Bureau of International 
Labor Affairs, U.S. Department of Labor. 
200 Constitution Avenue NW„ 
Washington, DC 20210. 

Signed at Washington. DC this 17th doy of 
August 1979. 

Harold A. Bratt, 

Acting Director, Office of Trade Adjustment 
Assistance. 


Company 

Plant location 

Workers certified 

ArtaU* Manufartiirmo Cofoorahofi 

Rio Grande, Puerto Rico... 

_ Alt workers. 

AOWW »'iy \J\J\ €1 .. ... 

Pmhjp Manufacturing Company. 

. Rio Grande. Puerto Rico... 

_ All workers. 

Rio Grande Manufacturing Corporation.. 

MariorvHarwood Manufacturing Corporation — 

Abingdon, Virginia. 

_Workers producing undershorts. 

..... Workers producing undersnorts. 




Signed at Washington, D.C. this 20th day of August 1979. 
James F. Taylor, 

Director, Office of Management, Administration and Planning. 


(FR Doc. 79-28424 Filed 8-23-79:8:45 am) 


Appendix 


Petitioner umon/workers or former workers 
of— 


Location 



Date 

received 

Date of 
petition 

Petition 

No. 

Articles produced 

Fletcher, NjC__ 



8/10/79 

8/6/79 

T A-W-5,866 

Printing of textrfe doth. 

ParagoukJ. Ark-—-- 



8/10/79 

8/6/79 

TA-W-5,867 

Men’s and boy's shirts. 

Ashley, Pa. 



8/13/79 

8/3/79 

TA-W-5.868 

oCTMTih 0fTiOfOKJ8OCI. 

Youngstown. Ohio. 



8/15/79 

8/6/79 

TA-W-5.869 

Truck transporting of steel products. 

New York. N.Y. 



8/15/79 

8/6/79 

TA-W-5.870 

Converters of textiles. 

Fort Worth, Tex. 



8/10/79 

8/6/79 

TA-W-5,871 

Disposable hospital garments 

Premier. W. Va. 



8/10/79 

8/4/79 

TA-W-6,872 

Office workers. 


8EA). 


Workers of America). 


(workers). 

Manes Organization. Inc. (workers)... 
Precept. Inc. (ILGWU).. 


Trace Fork Coal Company (workers) ... 


(FR Doc. 79-28402 Filed 8-23-79; 8:45 am) 
BILLING CODE 4510-28-14 


Investigations Regarding 
Certifications of Eligibility To Apply for 
Worker Adjustment Assistance 

Petitions have been filed with the 
Secretary of Labor under Section 221(a) 


of the Trade Act of 1974 ("the Act”) and 
are identified in the Appendix to this 
notice. Upon receipt of these petitions, 
the Director of the Office of Trade 
Adjustment Assistance, Bureau of 
International Labor Affairs, has 
instituted investigations pursuant to 
Section 221(a) of the Act and 29 CFR 
90.12. 


The purpose of each of the 
investigations is to determine whether 
absolute or relative increases of imports 
of articles like or directly competitive 
with articles produced by the workers’ 
firm or an appropriate subdivision 
thereof have contributed importantly to 
an absolute decline in sales or 
production, or both, of such firm or 
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subdivision and to the actual or 
threatened total or partial separation of 
a significant number or proportion of the 
workers of such firm or subdivision. 

Petitioners meeting these eligibility 
requirements will be certified as eligible 
to apply for adjustment assistance under 
Title II. Chapter 2, of the Act in 
accordance with the provisions of 
Subpart B of 29 CFR Part 90. The 
investigations will further relate, as 
appropriate, to the determination of the 
date on which total or partial 
separations began or threatened to 
begin and the subdivision of the firm 
involved. 


Pursuant to 29 CFR 90.13. the 
petitioners or any other persons showing 
a substantial interest in the subject 
matter of the investigations may request 
a public hearing, provided such request 
is filed in writing with the Director, 
Office of Trade Adjustment Assistance, 
at the address shown below, not later 
than September 4.1979. 

Interested persons are invited to 
submit written comments regarding the 
subject matter of the investigations to 
the Director. Office of Trade Adjustment 
Assistance, at the address shown below, 
not later than September 4,1979. 


The petitions filed in this case are 
available for inspection at the Office of 
the Director, Office of Trade Adjustment 
Assistance, Bureau of International 
Labor Affairs, U.S. Department of Labor. 
200 Constitution Avenue, NW. 
Washington. DC 20210. 

Signed at Washington. DC this 20th day of 
August 1979. 

Marvin M. Fooks, 

Director. Office of Trade Adjustment 
Assistance. 


Appendix 


Petitioner (umon/workers or former worker* Location 

ory- 

Date received 

Dated 

petition 

Petition No. 

A itirlna 

atocto prooucfo 

Beiriaven Manufacturing (ILGWU)._. Belhaven. N.C. . 

. 8/13/79 

8/2/79 

TA-W-5. 873 
TA-W-5. 874 
TA-W-5. 875 

TA-W-5. 876 

Contractor of ladies' apparel. 
Contractor of todies' apparel 
Wooden heels and wedges 

Jay Apparel Company (ILGWU) ._... New Bern, N.C. 

. 8/13/79 

8/2/79 

Keene Wood Heel Company, Inc. (company).. Keene. N.H . ... 

_ 8/16/79 

8/9/79 

Tarry Jane Coai Con*>any. Inc (workers).... Mingo County. W. Va. 

__ 8/10/79 

8/6/79 

shoes 

Contract mining of coal. 


(FR Doc 79-2*403 Filed 8-23-79.8(45 am) 

BILUNQ COOE 4519-28-M 


[TA-W-5603J 

J & M Fashions, Inc.; Notice of 
Negative Determination Regarding 
Eligibility To Apply for Worker 
Adjustment Assistance 

In accordance with section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of section 222 of the Act 
must be met. 

The investigation was initiated on 
June 18,1979 in response to a worker 
petition received on June 12,1979 which 
was filed by the International Ladies' 
Garment Workers' Union on behalf of 
workers and former workers producing 
ladies' coats at J and M. Union City, 

New Jersey. The investigation revealed 
that the correct name of the company is 
J & M Fashions. Incorporated. In the 
following determination, without regard 
to whether any of the criteria have been 
met, the following criterion has not been 
met: 

That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 


threat thereof, and to the absolute decline In 
sales or production. 

The value of J & M Fashion's sales 
increased in 1978 compared to 1977. A 
survey of the manufacturers for whom J 
& M performed contracts in 1977,1978 
and the first half of 1979 was conducted. 
None of the manufacturers reduced 
orders with J & M from 1977 to 1978. 
Manufacturers that decreased purchases 
from J & M did not increase purchases of 
imported ladies' coats or experience 
decreasing sales in the first half of 1979 
compared to the same period in 1978. 

Conclusion 

After careful review, I determine that 
all workers of J & M Fashions. 
Incorporated, Union City. New Jersey 
are denied eligibility to apply for 
adjustment assistance under Title II, 
Chapter 2 of the Trade Act of 1974. 

Signed at Washington. D.C. this 15th day of 
August 1979. 

James F. Taylor, 

Director. Office of Management, 
Administration and Planning. 

|FR Doc. 79-28425 Filed 8-23-79,8:45 am) 

BILLING CODE 4510-28-M 


ITA-W-5665) 

J. Z. Coat Co.; Notice of Negative 
Determination Regarding Eligibility To 
Apply for Worker Adjustment 
Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 


certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met 

The investigation was initiated on 
June 27.1979 in response to a worker 
petition received on June 21,1979 which 
was filed June 5.1979 on behalf of 
workers and former workers producing 
ladies’ coats at J. Z. Coat Company, 
Jersey City. New Jersey. The 
investigation revealed that the plant 
primarily produces ladies' coats, jackets 
and suit jackets. In the following 
determination, without regard to 
whether any of the other criteria have 
been met, the following criterion has not 
been met: 

That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 

Evidence developed in the 
Department's investigation revealed that 
the decline in production and 
employment at J. Z. Coat Company in 
December 1978 and in the first four 
months of 1979 can be attributed to the 
seasonal patterns characteristic to the 
women’s coat industry. 

Production at J. Z. Coat Company 
increased in 1978 compared to 1977 and 
during the first six months of 1979 
compared to the same period in 1978. 
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Employment of workers at J. Z. Coat 
Company increased substantly during 
the first six months of 1979 compared to 
the same period in 1978. 

Conclusion 

After careful review, 1 determine that 
all workers of J. Z. Coat Company. 
Jersey City, New Jersey are denied 
eligibility to apply for adjustment 
assistance under Title 11, Chapter 2 of 
the Trade Act of 1974. 

Signed at Washington, D.C., this 20th day 
of August 1979. 

James F. Taylor, 

Director, Office of Management, 
Administration and Planning. 

[FR Doc. 79-20428 Filed 8-25-79; 8:45 ami 

BILLING COOE 4510-28-M 


ITA-W-5697] 

Lancer of California; Certification 
Regarding Eligibility To Apply for 
Worker Adjustment Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance, each of the group eligibility 
requirements of Section 222 of the Act 
must be met 

The investigation was initiated on July 
5, 1979 in response to a worker petition 
received on June 29,1979 which was 
filed on behalf of workers and former 
workers producing men's jeans, jackets, 
pants and shirts at the Los Angeles, 
California facility of Lancer of 
California. The investigation revealed 
that the plant primarily produces men’s 
knit and woven shirts. It is concluded 
that all of the requirements have been 
meL 

Imports of men’s and boys’ woven and 
knit sport, dress, business and uniform 
shirts increased absolutely in 1978 
compared to 1977. Imports of men’s and 
boys* woven dress, business, sport and 
uniform shirts continued to increase 
absolutely in the first quarter of 1979 
compared to the like 1978 period. 

The percentage of total company sales 
of shirts accounted for by company 
imports increased in the first half of 1979 
compared to the like 1978 period. The 
company terminated all domestic 
production of men’s shirts in April 1979. 
Several former customers of men’s shirts 
domestically produced by Lancer 
reported in a survey conducted by the 
Department that they had increased 
purchases of imported shirts in 1978 


compared to 1977 and/or in the first half 
of 1979 compared to the like 1978 period. 

Conclusion 

After careful review of the facts 
obtained in the investigation. I conclude 
that increases of imports of articles like 
or directly competitive with the men's 
shirts produced at Lancer of California 
in Los Angeles, California contributed 
importantly to the decline in sales or 
production and to the total or partial 
separation of workers of that firm. In 
accordance with the provisions of the 
Act, I make the following certification: 

All workers of Lancer of California in Los 
Angeles. California engaged in employment 
related to the production of men’s shirts who 
became totally or partially separated from 
employment on or after December 1,1978 are 
eligible to apply for adjustment assistance 
under Title II. Chapter 2 of the Trade Act of 
1974. 

Signed at Washington, D.C. this 20th day of 
August 1979. 

James F. Taylor, 

Director, Office of Management . 
Administration and Planning. 

ire Doc. 79-28427 Filed 8-23-79. 8:45 am] 

8ILLJNQ COOE 4510-28-M 


ITA-W-5562) 

L. B. Evans’ Son Co., Wakefield, Mass.; 
Negative Determination Regarding 
Eligibility To Apply for Worker 
Adjustment Assistance. 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on 
June 14,1979. in response to a worker 
petition received on June 11.1979, which 
was filed on behalf of workers and 
former workers producing slippers and 
shoes at L. B. Evans’ Son Company, 
Wakefield. Massachusetts. The 
investigation revealed that the plant 
produces primarily men’s slippers and 
shoes. In the following determination, 
without regard to whether any of the 
other criteria have been met, the 
following criterion has not been met: 

That Increases of imports of articles like or 
directly competitive with articles produced 
by the Firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 


U.S. imports of house slippers 
decreased absolutely and relative to 
domestic production in 1978 compared 
to 1977 and in the January through 
March period of 1979 compared to the 
same period of 1978. U.S. imports of 
men's dress and casual footwear, except 
athletic, decreased absolutely in 1978 
compared to 1977 and decreased 
absolutely and relative to domestic 
production in the January through March 
period of 1979 compared to the same 
period of 1978. 

In a Department survey, customers of 
L. B. Evans’ Son Company w r ho 
decreased purchases from the subject 
firm and increased imports of men’s 
slippers and shoes represented an 
insignificant proportion of the firm’s 
decline in sales. 

Conclusion 

After careful review, I determine that 
all workers of L. B. Evans' Son 
Company, Wakefield. Massachusetts 
are denied eligibility to apply for 
adjustment assistance under Title II. 
Chapter 2 of the Trade Act of 1974. 

Signed at Washington, D.C this 13th day of 
August 1979. 

James F. Taylor, 

Director, Office of Management, 
Administration and Planning. 

[FR Doc. 79-28428 Filed 8-23-79 8:45 *m| 

BILLING COOE 4510-28-M 


[TA-W-55861 

M.C.M. Coat Co., Inc., Hoboken, N.J.; 
Negative Determination Regarding 
Eligibility To Apply for Worker 
Adjustment Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance, each of the group eligibility 
requirements of Section 222 of the Act 
must be met 

The investigation was initiated on 
June 15,1979 in response to a worker 
petition received on June 12,1979 which 
w f as filed by the International Ladies’ 
Garment Workers’ Union on behalf of 
workers and former workers producing 
ladies’ coats at M.C.M., Hoboken. New 
Jersey. The investigation revealed that 
the correct corporate title is M.C.M. 

Coat Company. Incorporated. Without 
regard to whether any of the other 
criteria have been met. the following 
criterion had not been met: 
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That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 

Manufacturers for whom M.C.M. Coat 
Company did contract work reported 
that, during the period under 
investigation they either increased 
contract work with M.C.M. or decreased 
their reliance upon foreign sources for 
ladies' coats while decreasing purchases 
of ladies’ coats from M.C.M. 

Conclusion 

After careful review, 1 determine that 
all workers of M.C.M., Coat Company, 
Incorporated, Hoboken, New Jersey are 
denied eligibility to apply for adjustment 
assistance under Title II, Chapter 2 of 
the Trade Act of 1974. 

Signed at Washington, D.C. this 20th day of 
August 1979. 

James F. Taylor, 

Director, Office of Management, • 
Administration and Planning. 

|FR Doc. 79-26429 Filed 8-23-79; 8:45 am) 

BILLING CODE 4510-28-M 


(TA-W-5481 ] 

Metaltex, lnc. f Bayonne, N.J.; Negative 
Determination Regarding Eligibility To 
Apply for Worker Adjustment 
Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 U.S.C. 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance, each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on 
May 29,1979 in response to a worker 
petition received on May 22,1979 which 
was filed on behalf of workers and 
former workers producing make-up 
mirrors and bathroom accessories at 
Metaltex Inc., Bayonne, New Jersey. The 
investigation revealed that Metaltex 
also produced dresser sets (sets of 
brushes, combs and mirrors). Without 
regard to whether any of the other 
criteria have been met, the following 
criterion has not been met: 

That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 


Average annual employment by 
Metaltex Inc. remained the same in 1978 
from 1977. Total sales of domestically 
manufactured products by Metaltex 
increased in 1978 from 1977. Sales by 
Metaltex in the first five months of 1979 
consisted primarily of bathroom 
accessories. Sales of bathroom 
accessories by Metaltex increased 
during January-May 1979 compared to 
January-May 1978. 

Conclusion 

After careful review, I determine that 
all workers of Metaltex Inc., Bayonne, 
New Jersey are denied eligibility to 
apply for adjustment assistance under 
Title II, Chapter 2 of the Trade Act of 
1974. 

Signed at Washington. D.C. this 20th day of 
August 1979. 

James F. Taylor, 

Director, Office of Management, 
Administration and Planning. 

[FR Doc. 79-26430 Filed 8-23-79; 8:45 am) 

BILUNG CODE 4510-28-41 


[TA-W-5608) 

Modern Coat Co., Union City, N.J.; 
Negative Determination Regarding 
Eligibility To Apply for Worker 
Adjustment Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on 
June 18.1979 in response to a worker 
petition received on June 12,1979 which 
was filed by the International Ladies* 
Garment Workers’ Union on behalf of 
workers and former workers producing 
ladies’ coats at Modem, Union City, 

New Jersey. The investigation revealed 
that the company’s name is the Modem 
Coat Company. In the following 
determination, without regard to 
whether any of the other criteria have 
been met, the following criterion has not 
been met: 

That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 

A Department survey of the 
manufacturer for whom the Modem 


Coat Company performs contract work 
revealed that manufacturer’s business 
with Modem remained constant from 
1977 to 1978 and decreased 
insignificantly in the first six months of 
1979 compared to the first six months of 
1978. While the manufacturer’s business 
with foreign suppliers showed no 
change in the first six months of 1979 
compared to the first six months of 1978. 
its business with other domestic 
suppliers increased substantially during 
that period. 

Conclusion 

After careful review, I determine that 
all workers of the Modern Coat 
Company, Union City, New Jersey are 
denied eligibility to apply for adjustment 
assistance under Title II, Chapter 2 of 
the Trade Act of 1974. 

Signed at Washington. D.C. this 16th day of 
August 1979. 

C. Michael Aho, 

Director, Office of Foreign Economic 
Research. 

(FR Doc. 79-26431 Filed 8-23-7* 8:45 am) 

BILLING CODE 4510-28-M 


[TA-W-5624) 

National Mines Corp., Pocahontas 
Division, Wyoming County, W. Va^ 
Negative Determination Regarding 
Eligibility To Apply for Worker 
Adjustment Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on 
June 19,1979 in response to a worker 
petition received on June 12,1979 which 
was filed by the United Mine Workers 
of America on behalf of workers and 
former workers mining coal at the 
Pocahontas Division, Wyoming County. 
West Virginia of the National Mines 
Corporation. Without regard to whether 
any of the other criteria have been met, 
the following criterion has not been met: 

That sales or production, or both, of the 
firm or subdivision have decreased 
absolutely. 

The Pocahontas Division of the 
National Mines Corporation did not 
produce or sell any coal in the first 
quarter of 1978 because of the strike by 
the United Mine Workers of America. 
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Sales of coal by the Pocahontas Division 
increased in the second, third, and 
fourth quarters of 1978 compared to the 
same quarters in 1977 and increased 
during April through July 1979 compared 
to April through July 1978. 

The Pocahontas Division sells all of 
its coal to a single domestic steel 
producer. This steel producer 
significantly increased purchases of 
domestic coke in 1978 compared to 1977 
and in the first half of 1979 compared to 
the first half of 1978. 

Conclusion 

After careful review, 1 determine that 
all workers of the National Mines 
Corporation, Pocahontas Division, 
Wyoming County, West Virginia are 
denied eligibility to apply for adjustment 
assistance under Title II. Chapter 2 of 
the Trade Act of 1974. 

Signed at Washington, D.C. this 15th day of 
August 1979. 
james F. Taylor, 

Director ; Office of Management , 
Administration and Planning. 

|FR Doc. 79-26432 Filed 8-23-79; 8.45 am] 

BILUNG COD€ 4510-28-41 


fTA-W-56101 

Nickoletta, Jersey City, N.J.; Negative 
Determination Regarding Eligibility To 
Apply for Worker Adjustment 
Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on July 
18.1979 in response to a worker petition 
received on July 12,1979 which was 
filed by the International Ladies' 
Garment Workers Union on behalf of 
workers and former workers producing 
ladies coats at Nickoletta. Jersey City. 
New Jersey. In the following 
determination, without regard to 
whether any of the other criteria have 
been met, the following criterion has not 
been met: 

That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 


Evidence developed during the course 
of the investigation indicated that 
declines in business and employment 
levels at Nickoletta in late 1978 and 1979 
were the result of seasonal fluctuations. 

Nickoletta began to perform contract 
work for manufacturers in April 1978, 
the start of the production season for the 
1978 fall sales season. Quarterly 
declines in business and employment 
levels in late 1978 and early 1979 are 
attributable to seasonal fluctuations in 
the industry. Business and employment 
levels in the second quarter of 1978 
represent the start of the production 
season for the 1979 fall sales season. A 
partial quarter comparison of production 
in May-June 1978 and May-June 1979 
shows an increase in the quantity and 
the value of coats produced at 
Nickoletta in the 1979 period. 

Conclusion 

After careful review, I determine that 
all workers of Nickoletta, Jersey City, 
New Jersey are denied eligibility to 
apply for adjustment assistant under 
Title II, Chapter 2 of the Trade Act of 
1974. 

Signed at Washington. D.C. this 16th day of 
August 1979. 

C. Michael Aho, 

Director, Of pee of Foreign Economic 
Research. 

[FR Doc. 79-26433 Piled 8-23-79; 8:45 am| 

BILLING CODE 4510-28-41 


[TA-W-5611] 

Park Fashions, Inc., Hoboken, N.J.; 
Negative Determination Regarding 
Eligibility To Apply for Worker 
Adjustment Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on 
June 18,1979 in response to a worker 
petition received on June 12,1979 which 
was filed by the International Ladies' 
Garment Workers’ Union on behalf of 
workers and former workers^iroducing 
ladies’ coats at Park Fashions, Hoboken, 
New Jersey. The investigation revealed 
that the correct name of the company is 
Park Fashions, Incorporated. In the 
following determination, without regard 
to whether any of the other criteria have 


been met, the following criterion has not 
been met: 

That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 

A survey of the only manufacturer for 
whom Park Fashions worked in 1978 
and 1979 was conducted. This 
manufacturer increased the value of its 
total domestic contracts for ladies' coats 
and sales in 1979 compared to 1978. 

Conclusion 

After careful review, I determine that 
all workers of Park Fashions, 
Incorporated. Hoboken, New Jersey are 
denied eligibility to apply for adjustment 
assistance under Title II, Chapter 2 of 
the Trade Act of 1974. 

Signed at Washington, D.C. this 20th day of 
August 1979. 

James F. Taylor, 

Director, Office of Management, 
Administration and Planning. 

|FR Doc. 79-26434 Filed 8-23-79.8.45 *m| 

BILLING COOE 4510-28-44 


[TA-W-5525J 

Phelps Dodge Puerto Rico Corp M 
Carolina, P.R.; Negative Determination 
Regarding Eligibility To Apply for 
Worker Adjustment Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on 
June 7,1979 in response to a worker 
petition received on June 1,1979 which 
was filed by the Teamsters on behalf of 
workers and former workers producing 
telephone and high voltage cable at the 
Carolina, Puerto Rico plant of the Phelps. 
Dodge Corporation. The investigation 
revealed that the plant primarily 
produces building wire and that the 
correct name of the petitioner's firm is 
the Phelps Dodge Puerto Rico 
Corporation. In the following 
determination, without regard to 
whether any of the other criteria have 
been met, the following criterion has not 
been met: 

That increases of imports of articles like or 
directly competitive with articles produced 
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by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 

Evidence developed during the course 
of the investigation revealed that 
customers which decreased purchases 
from the Phelps Dodge Puerto Rico 
Corporation and increased purchases of 
imported wire and cable represented an 
insignificant proportion of the firm’s 
total sales. 

The Office of Trade Adjustment 
Assistance conducted a survey of some 
of the customers of cable and wire of the 
Phelps Dodge Puerto Rico Corporation. 
Only one of the customers reported 
purchases of imported cable and wire in 
1977 or 1978 and that customer 
accounted for an insignificant 
percentage of the firm’s total 1978 sales. 
None of the respondents stated that the 
availability of imported wire and cable 
had affected their purchases from 
domestic sources. 

Production and sales of the Phelps 
Dodge Puerto Rico Corporation 
increased from 1977 to 1978. Evidence 
indicates that the plant was closed in 
December 1978 because of a low 
projected demand for the products as a 
result of the declining level of capital 
construction in Puerto Rico. The demand 
for high voltage cable, communications 
cable and building wire is dependent 
upon the level of capital construction in 
the producer’s market area. Because of 
transportation costs, it was not feasible 
to produce in Puerto Rico for markets on 
the U.S. mainland. 

The ratio of imports of power wire 
and cable to domestic production in 
terms of value was 6.8 percent in 1978. 
Imports of power wire and cable into 
Puerto Rico declined marginally from 
1977 to 1978. The ratio of imports of 
communication wire and cable, building 
wire, appliance wire and cordage to 
total domestic production was 2.5 
percent in 1978. Additionally, the U.S. 
has a positive balance of trade in both 
of the above categories. 

Conclusion 

After careful review. I determine that 
all workers of the Phelps Dodge Puerto 
Rico Corporation in Carolina, Puerto 
Rico are denied eligibility to apply for 
adjustment assistance under Title II, 
Chapter 2 of the Trade Act of 1974. 


Signed at Washington. D.C. this 20th day of 
August 1979. 

James F. Taylor, 

Director. Office of Management. 
Administration and Planning. 

(FR Doc. 79-28435 Filed 8-23-79; 8:45 am| 

BILLING CODE 4510-28-M 


[TA-W-5625J 

Poughkeepsie Finishing Corp., 
Paterson, N.J.; Negative Determination 
Regarding Eligibility To Apply for 
Worker Adjustment Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. * 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on 
June 19,1979 in response to a worker 
petition received on May 28,1979 which 
was filed by the Amalgamated Clothing 
and Textile Workers’ Union on behalf of 
workers and former workers dyeing 
fabric at the Paterson, New Jersey plant 
of Poughkeepsie Finishing Corporation. 
In the following determination, without 
regard to whether any of the other 
criteria have been met, the following 
criterion has not been met: 

That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or apporpriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 

A Departmental survey was 
conducted with the converters for whom 
the Paterson. New Jersey plant of 
Poughkeepsie Finishing Corporation 
dyed fabric. The survey revealed that 
converters, accounting for a significant 
portion of the Paterson plant s total 
sales, did not purchase imported dyed 
fabric or employ foreign dyers during 
the 1976-June 1979 period. 

Conclusion 

After careful review, I determine that 
all workers of the Paterson, New Jersey 
plant of Poughkeepsie Finishing 
Corporation are denied eligibility to 


apply for adjustment assistance under 
Title II. Chapter 2 of the Trade Act of 
1974. 

Signed at Washington. D.C. this 18th day of 
August 1979. 

James F. Taylor. 

Director. Office of Management. 
Administration and Planning. 

|FR Doc. 79-28438 Filed 8-23-79. 8:45 am) 

BILLING CODE 4510-28-M 


[TA-W-5571J 

Roanoke Fashions Co., Chilhowie, Va.; 
Negative Determination Regarding 
Eligibility To Apply for Worker 
Adjustment Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 U.S.C. 2273) the 
Department of Labor herein presents the 
results of an investigtion regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on 
June 14,1979 in response to a worker 
petition received on June 11,1979 which 
was filed on behalf of workers and 
former workers producing beach jackets, 
jogger shorts, “T” shirts, sweat shirts 
and girls' rompers at the Chilhowie, 
Virginia plant of Roanoke Fashions 
Company, Roanoke, Virginia. Roanoke 
Fashions Company is a subsidiary of 
Tultex Corporation. The investigation 
revealed that the plant produces men’s 
and ladies’ fleece-knit jackets, sport 
shirts, tops, turtlenecks, sweatshirt-look 
coverups, shorts, warm-up suits and 
ladies’ rompers. In the following 
determination, without regard to 
whether any of the other criteria have 
been met, the following criterion has not 
been met: 

That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 

The Chilhowie plant of Roanoke 
Fashions Company produced fleece-knit 
jackets on a contractual basis from May. 
1977 through December. 1978. The plant 
produced the Roanoke Fashions product 
line of tops and shorts from June, 1978 
through the present. 

The Chilhowie plant of Roanoke 
Fashions Company produced fleece-knit 
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jackets on a contractual basis for one 
manufacturer. A Departmental survey 
revealed that this manufacturer did not 
employ any foreign contractors nor 
purchase imported fleece-knit jackets in 
1977,1978 or 1979. The Department of 
Labor then conducted a survey of the 
major retail customers purchasing 
fleece-knit jackets from the 
manufacturer. This survey revealed that 
the majority of customers did not import 
fleece-knit jackets. Those surveyed 
customers who purchased imported 
fleece-knit jackets increased their 
purchases from the manufacturer in the 
January through June period of 1979 
compared to the same period in 1978. 

With respect to the production of the 
Roanoke Fashions product line of tops 
and shorts at the Chilhowie plant, 
evidence revealed that the Chilhowie 
plant was producing this product line for 
less than one year at the time of the 
investigation. The Chilhowie plant 
began production of the Roanoke 
Fashions line of tops and shorts in July 

1978. Production increased in both 
quantity and value in the fourth quarter 
of 1978 and in the First quarter of 1979 
compared to the preceding quarter. 
Production declined in quantity, but 
increased in value in the second quarter 
of 1979 compared to the first quarter of 

1979. Due to the short length of time that 
the new product line was in operation at 
Chilhowie, it is not possible to 
statistically measure the impact of 
imports or the effects of seasonality on 
this product line. 

Conclusion 

After careful review. I determine that 
all workers of the Chilhowie, Virginia 
plant of Roanoke Fashions Company are 
denied eligibility to apply for adjustment 
assistance under Title II, Chapter 2 of 
the Trade Act of 1974. 

Signed at Washington. D.C.. this 13th day 
of August 1979. 

James F. Taylor, 

Director. Office of Management, 
Administration and Planning. 

|FR Doc. 79-26437 Filed 6-23-79; 8:45 am) 

BILLING CODE 4510-28-M 


ITA-W- 4921, 4921A, and 4921B] 

J. Schoeneman Co., Winchester, Va. t 
Wilmington, Dei., and Chambersburg, 
Pa.; Revised Certification of Eligibility 
To Apply for Worker Adjustment 
Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 119 U.S.C. 2273) the 
Department of Labor issued a 
Certification of Eligibility to apply for 
Worker Adjustment Assistance on May 
11.1979, applicable to all workers of the 


Winchester, Virginia; Wilmington. 
Delaware and Chambersburg, 
Pennsylvania plants of J. Schoeneman, 
Incorporated. The Notice of Certification 
was published in the Federal Register on 
May 25,1979, (44 FR 30490). 

On the basis of additional 
information, the Office of Trade 
Adjustment Assistance, on its own 
motion, reviewed the certification. The 
review of the case revealed that, in 
addition to the three previously certified 
plants, J. Schoeneman’s warehouse and 
administrative facility in Owings Mills, 
Maryland is an integral part of the 
company’s production process for the 
manufacture of men’s suits and 
sportcoats. 

The intent of the certification is to 
cover all workers who were affected by 
the decline in production and sales of 
men’s suits and sportcoats at J. 
Schoeneman, Incorporated, related to 
import competition. The certification, 
therefore, is revised to included all 
workers of the company’s warehouse 
and administrative facility at Owings 
Mills, Maryland. 

The revised certification applicable to 
TA-W-4921, 4921A and 4921B is hereby 
issued as follows: 

All workers of the Winchester. Virginia; 
Wilmington. Delaware and Chambersburg, 
Pennsylvania plants of J. Schoeneman. 
Incorporated, and the company’s warehouse 
and administrative facility in Owings Mills. 
Maryland, who became totally or partially 
separated from employment on or after 
March 1,1978 are eligible to apply for 
adjustment assistance under Title II. Chapter 
2 of the Trade Act of 1974. 

Signed at Washington. D C. this 20th day of 
August 1979. 

James F. Taylor, 

Director, Office of Management. 
Administration and Planning. 

|FR Doc. 79-26438 Filed 8-23-79:8:46 am| 

BILUNG CODE 4510-28-M 


[TA-W-5730J 

Singer Co., Elizabeth, N.J.; Negative 
Determination Regarding Eligibility To 
Apply for Worker Adjustment 
Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 U.S.C. 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on July 


10.1979 in response to a worker petition 
received on July 5,1979 which was filed 
by the International Union of Electrical 
Radio and Machine Workers on behalf 
of workers and former workers 
producing domestic and industrial 
sewing machines at the Elizabeth. New 
Jersey .plant of the Singer Company. The 
investigation revealed that domestic and 
industrial sewing machine parts are also 
produced at the Elizabeth plant. In the 
following determination, without regard 
to whether any of the other criteria have 
been met, the following criterion has not 
been met: 

That a significant number or proportion of 
the workers in the workers’ firm, or an 
appropriate subdivision thereof, have become 
totally or partially separated, or are 
threatened to become totally or partially 
separated. 

Average employment of production 
workers at the Elizabeth plant increased 
from 1976 to 1977, from 1977 to 1978, and 
during the first five months of 1979 
compared to the first five months of 
1978. Average weekly hours worked per 
employee increased from 1976 to 1977, 
decreased slightly from 1977 to 1978. and 
increased during the first five months of 
1979 compared to the first five months of 
1978. There is no immediate threat of 
separation of workers at this plant. 

Conclusion 

After careful review. I determine that 
all workers of the Elizabeth. New Jersey 
plant of the Singer Company are denied 
eligibility to apply for adjustment 
assistance under Title II, Chapter 2 of 
the Trade Act of 1974. 

Signed at Washington. D.C. this 15th day of 
August 1979. 

James F. Taylor, 

Director. Office of Management . 
Administration and Planning. 

[FR Doc. 79-28439 Filed 8-23-79; 8 45 am) 

BILUNG CODE 4510-28-M 


(TA-W-5626) 

Tucker Knits, Inc., Secaucus, N.J.; 
Negative Determination Regarding 
Eligibility To Apply for Worker 
Adjustment Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 U.S.C. 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 
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The investigation was initiated on 
June 19.1979 in response to a worker 
petition received on June 12,1979 which 
was filed by the International Ladies’ 
Garment Workers' Union on behalf of 
workers and former workers producing 
ladies' knitted garments at Tucker Knits. 
Secaucus, New Jersey. The investigation 
revealed that the company name is 
Tucker Knits. Incorporated. Tucker 
Knits, Incorporated produces ladies’ 
pantsuits. In the following 
determination, without regard to 
whether any of the other criteria have 
been met, the following criterion has not 
been met: 

That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 

Tucker Knits, Incorporated produces 
ladies' pantsuits. The Office of Trade 
Adjustment Assistance updated a 
survey with Tucker’s major customers 
and with those who had reduced 
purchases from Tucker. The updated 
survey revealed that imported pantsuits 
were a significant proportion of only one 
respondent's total purchases. However, 
this customer represented an 
insignificant influence on Tucker’s total 
sales for 1978. Most of the customers 
who decreased business with Tucker 
also decreased their purchases of 
pantsuits from other domestic sources 
and from foreign sources in 1978 versus 
1977 or in the first quarter of 1979 
compared to the same period of 1978. 

Tucker Knits is the parent company of 
M. Jensen, Incorporated and Raoul. 
Incorporated and manages Just Mort, 
Incorporated. M. Jensen, Incorporated 
(TA-W-5711), Just Mort, Incorporated 
and Raoul, Incorporated (TA-W-5741) 
are currently the subjects of ongoing 
investigations. Determinations on these 
cases will be forthcoming. 

Conclusion 

After careful review. I determine that 
all workers of the Tucker Knits, 
Incorporated. Secaucus, New Jersey, 
engaged in employment related to the 
production of ladies* pantsuits are 
denied eligibility to apply for adjustment 
assistance under Title U, Chapter 2 of 
the Trade Act of 1974. 

Signed at Washington. D.C this 20th day of 
August 1979. 

James F. Taylor. 

Director. Office of Management. 
Administration and Planning. 

|FR Doc 79-25440 Filed 5-23-79; 8:45 am) 

BILLING COOE 4510-28-M 


[TA-W-5628] 

Wall Tube & Metal Products Co., 
Newport, Tenn.; Certification 
Regarding Eligibility To Apply for 
Worker Adjustment Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance, each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on 
June 19,1979 in response to a worker 
petition received on June 15,1979 which 
was filed by the United Steelworkers of 
America on behalf of workers and 
former workers producing steel 
products, including bumpers and parts 
for pickups and utility trucks at Wall 
Tube and Metal Products Company, 
Newport, Tennessee. The investigation 
revealed that the petition was filed 
specifically on behalf of workers 
producing step bumpers. It is concluded 
that all of the requirements have been 
met. 

Imports of step bumpers increased in 

1979 from 1978. 

Wall Tube and Metal Products 
Company lost a contract with a truck 
manufacturer for step bumpers for the 

1980 model year. That contract 
represented the major portion of their 
step bumper production for the 1979 
model year. The investigation revealed 
that the truck manufacturer has 
contracted with a foreign firm for step 
bumpers for the 1980 model year. 
Following the loss of this contract and 
the resulting decline in production, a 
large number of workers in the 
Automotive Division were separated in 
July 1979. 

Conclusion 

After careful review of the facts 
obtained in the investigation, I conclude 
that increases of imports of articles like 
or directly competitive with step 
bumpers produced at Wall Tube and 
Metal Products Company, Newport. 
Tennessee contributed importantly to 
the decline in sales or production and to 
the total or partial separation of workers 
of that firm. In accordance with the 
provisions of the Act, 1 make the 
following certification: 

All workers of Wall Tube and Metal 
Products Company. Newport. Tennessee, 
who are engaged in employment related to 


the production of step bumpers who became 
totally or partially separated from 
employment on or after July 1.1979 are 
eligible to apply for adjustment assistance 
under Title U, Chapter 2 of the Trade Act of 
1974. 

Signed at Washington, D.C. this 20th day of 
August 1979. 

James F. Taylor, 

Director. Office of Management, 
Administration and Planning. 

[FR Doc. 79-25441 Filed 8-23-79: *46 am) 

BILLING COOE 4510-2S-V 


[TA-W-5649] 

Winer Manufacturing Co., Hammond, 
Ind.; Certification Regarding Eligibility 
To Apply for Worker Adjustment 
Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 (19 USC 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance, each of the group eligibility 
requirements of Section 222 of the Act 
must be met. 

The investigation was initiated on 
June 22,1979 in response to a worker 
petition received on June 18.1979 which 
was filed on behalf of workers and 
former workers producing grain leather 
coats, sheep skin coats, split cow coats, 
and wool coats at the Winer 
Manufacturing Company, Hammond, 
Indiana. It is concluded that all of the 
requirements have been met. 

U.S. imports of leather coats and 
jackets increased absolutely and 
relative to domestic production in 1978 
compared to 1977 and increased 
absolutely in the first quarter of 1979 
compared to the first quarter of 1978. 
U.S. imports of men’s and boys’ 
outercoats and jackets increased 
absolutely and relative to domestic 
production during 1978 and 1977 before 
declining slightly in 1978. 

Winer began importing leather 
outercoats in 1979 while reducing its 
production of leather outercoats. A 
Department survey revealed that 
surveyed customers increased 
purchases of imported cloth outercoats 
in the first half of 1979 compared to the 
first half of 1978 while decreasing 
purchases from Winer Manufacturing. 

Conclusion 

After careful review of the facts 
obtained in the investigation, l conclude 
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that increases of imports of articles like 
or directly competitive with men’s 
leather and cloth outercoats produced at 
the Winer Manufacturing Company, 
Hammond, Indiana contributed 
importantly to the decline in sales or 
production and to the total or partial 
separation of workers of that firm. In 
accordance with the provisions of the 
Act, I make the following certification: 

All workers of the Winer Manufacturing 
Company, Hammond, Indiana who became 
totally or partially separated from 
employment on or after June 20.1978 are 
eligible to apply for adjustment assistance 
under Title II, Chapter 2 of the Trade Act of 
1974. 

Signed at Washington, D.C. this 15th day of 
August 1979. 

James F. Taylor. 

Director. Office of Management. 
Administration and Planning. 

|FR Doc 79-28442 Filed 8-23-79: 8:45 am] 

BILLING CODE 4510-28-44 


NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION 

(Notice (79-72)1 

NASA Advisory Council (NAC) Space 
and Terrestrial Applications Advisory 
Committee (STAAC); Meeting 

The Ad Hoc Informal Advisory 
Subcommittee on Agriculture, Land 
Cover and Hydrology of the NAC- 
STAAC has changed its meeting date9 
from August 28 and 29,1979 to 
September 11 and 12,1979. All other 
items regarding this meeting are the 
same as announced in the Federal 
Register, August 9,1979 (44 FR p. 46959). 

For further information regarding the 
meeting please contact Louis B. C. Fong, 
Executive Secretary of the 
Subcommittee, Washington, D.C. at 
(202) 755-7450. 

Russell Ritchie, 

Deputy Associate Administrator for External 
Relations. 

August 20, 1979. 

|FR Doc. 79-28343 Filed 8-23-79; 8:45 am] 

BILLING CODE 7510-01-11 


NATIONAL SCIENCE FOUNDATION 

Advisory Council, Meeting, Task 
Group #7 

In accordance with the Federal 
Advisory Committee Act, Pub. L. 92-463. 
the National Science Foundation 
announces the following meeting: 

Name: Task Group No. 7 of the NSF Advisory 
Council. 

Place: Room 523, National Science 
Foundation, 1800 G Street, NW, 
Washington. D.C. 20550. 


Date: Tuesday, September 11,1979. 

Time: 9:00 a.m. until 5:00 p.m. 

Type of Meeting: Open. 

Contact Person: Mr. Bruce B. Darling, NSF 
Liaison. Task Group #7 of the NSF 
Advisory Council. National Science 
Foundation, Room 518,1800 G. Street. NW. 
Washington D.C. 20550, Telephone (202) 
632-4384. 

Purpose of task group: The purpose of the 
Task Group, composed of members of the 
NSF Advisory Council, is to provide the full 
Advisory Council with a mechanism to 
consider numerous issues of interest to the 
Council that have been assigned by the 
National Science Foundation. 

Summary minutes: May be obtained from the 
contact person at above stated address. 

AGENDA: The Task Group is asked to study 
the effects on basic research of existing 
mechanisms for assuring technical, 
financial, and social accountability, and to 
recommend ways in which the balance 
between accountability, and to recommend 
ways in which the balance between 
accountability and effectiveness in 
research can be optimized. 

Joyce F. Laplante, 

Acting Committee Management Coordinator. 
Dated: August 21,1979. 

(FR Doc. 79-28377 Filed 8-23-79; 8:45 am] 

BILLING CODE 7555-01-44 


Advisory Council, Steering Committee, 
Meeting 

In accordance with the Federal 
Advisory Committee Act, Pub. L. 92-463, 
as amended, the National Science 
Foundation announces the following 
meeting. 

Name: Steering Committee of the NSF 
Advisory Council 
Place: Room 523. National Science 
Foundation. 1800 G Street, NW. 
Washington, D.C. 20550 
Date and Time: September 12,1979—9:00 a.m. 
to 5:00 p.m. 

Type of meeting: Open 
Contact person: Mr. Bruce Darling. Executive 
Secretary. NSF Advisory Council, National 
Science Foundation, Room 518,1800 G 
Street, NW. Washington, D.C. 20550. 
Telephone: (202) 632-4384. 

Purpose of steering committee: The purpose 
of the Steering Committee, composed of 
members of the NSF Advisory Council, is 
to assist the Chairperson and Foundation 
staff in planning Council activity and 
related matters not-requiring the formation 
of a separate task group. 

Summary minutes: May be obtained from the 
contact person at above stated address. 
Agenda: To review with cognizant NSF staff 
the issues being studied by the four task 
groups and other issues of general concern. 
Dated: August 21,1979. 

Joyce F. Laplante, 

Acting Committee Management Coordinator. 

(FR Doc 79-28375 Filed 8-23-79.8:45 •xnj 
BILUNG COOE 7555-01-44 


Advisory Committee for Ocean 
Sciences, Subcommittee for Ocean 
Sciences Research; Meeting 

In accordance with the Federal 
Advisory Committee Act, as amended, 
F>ub. L. 92-463, the National Science 
Foundation announces the following 
meeting: 

Name: Subcommittee for Ocean Sciences 
Research of the Advisory Committee for 
Ocean Sciences. 

Date and Time: September 10-14,1979, 9:00 
a.m. to 5:00 p.m. each day. 

Place: U.S. Naval Academy, Michelson Hall, 
Rm. 330, Annapolis. MD 21402. 

Type of Meeting: Closed. 

Contact person: Dr. M. Grant Gross, 
International Decade of Ocean Exploration 
section, Room 606. National Science 
Foundation, Washington, D.C. 20550, 
telephone (202) 632-7356. 

Purpose of Subcommittee: To provide the 
IDOE with additional expertise in the 
review and evaluation of large and 
intermediate-sized oceanographic research 
efforts related to Pacific Equatorial Ocean 
Dynamics (PEQUOD), Seasonal Equatorial 
Atlantic Experiment (SEQUAL), and 
Biology and Eastern Equatorial Dynamics 
(BEED) Projects. 

Agenda: September 10-11: Pacific Equatorial 
Ocean Dynamics (PEQUOD) September 12: 
Seasonal Equatorial Atlantic Experiment 
(SEQUAL) September 13-14: Biology and 
Eastern Equatorial Dynamics (BEED). 
Reason for closing: The proposals being 
reviewed include information of a 
proprietary or confidential nature, 
including technical information; financial 
data, such as salaries; and personal 
information concerning individuals 
associated with the proposals. These 
matters are within exemptions (4) and (6) 
of 5 U.S.C. 552b(c), Government in the 
Sunshine Act 

Authority to close meeting: Thi9 
determination was made by the Committee 
Management Officer pursuant to provisions 
of Section 10(d) of Pub. L 92-463. The 
Committee Management Officer was 
delegated the authority to make such 
determinations by the Director. NSF. on 
July 6.1979. 

Joyce F. Laplante, 

Acting Committee Management Coordinator. 
August 21.1979. 

(FR Doc 79-28374 Filed 8-23-79 845 am| 

BILLING CODE 7555-01-44 


Advisory Committee for Ocean 
Sciences, Subcommittee for Ocean 
Sciences Research; Meeting 

In accordance with the Federal 
Advisory Committee Act as amended. 
Pub. L. 92-463, the National Science 
Foundation announces the following 
meeting: 

Name: Subcommitte for Ocean Sciences 
Research of the Advisory Committee for 
Ocean Sciences. 
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Date and time: September 11-12.1979. 9.00 
a.m. to 5:00 p m. each day. 

Place: Room 642. National Science 
Foundation, 1800 G St.. N.W.. Washington 
D C. 20550. 

Type of meeting: Closed. 

Contact person: Dr. M. Grant Gross. 
International Decade of Ocean Exploration 
Section. Room 606, National Science 
Foundation. Washington D.C. 20550. 
telephone (202) B32-7356. 

Purpose of subcommittee: To provide the 
IDOE with additional expertise in the 
review and evaluation of oceanographic 
research proposals related to the Low 
Energy Benthic Boundary Layer Experiment 
(LEBBLE) Project. 

Agenda: September 11-12: Low Energy 
Benthic Boundary Layer Experiment 
(LEBBLE). 

Reason for closing: The proposals being 
reviewed include information of a 
proprietary or confidential nature, 
including technical information: financial 
data, such as salaries; and personal 
information concerning individuals 
associated with the proposals. These 
matters are within exemptions (4) and (6) 
of 5 U.S C. 552b(c), Government in the 
Sunshine Act. 

Authority to close meeting: This 
determination was made by the Committee 
Management Officer pursuant to provisions 
of Section 10(d) of Pub. L. 92 - 463 . The 
Committee Management Officer was 
delegated the authority to make such 
determinations by the Director, NSF, on 
July 6. 1979. 

Joyce F. Laplanie, 

Acting Committee Management Coordinator. 

|FR Doc 79-J5372 Pikti 8-23-7* 8:45 jmf 

BILLING CODE 7555-01-M 


Advisory Committee Ocean Sciences, 
Subcommittee for Oversight and 
Evaluation; Meeting 

In accordance with the Federal 
Advisory Committee Act, as amended. 
Pub. L. 92-463. the National Science 
Foundation announces the following 
meeting:. 

Name: Subcommittee for Oversight and 
Evaluation of the Advisory Committee for 
Ocean Sciences. 

Date and Time: September 10-14, 1979. 9:00 
a m. to 5:00 p.m. each day. 

Place: Rooms 628 and 338. National Science 
Foundation, 1800 G St.. N.W.. Washington, 
D.C. 20550. 

Type of Meeting: Closed. 

Contact person: Dr Dirk Frankenberg. 
Director. Division of Ocean Sciences, Rm. 
609. National Science Foundation, 
Washington. D.C. 20550. telephone (202) 
632-5913. 

Purpose of subcommittee: To provide expert 
assistance in carrying out external 
oversight which is concerned with the 
examination of decisions made, procedures 
and policies in effect and focuses on 
operations and activities, priorities, 
program balance, and selection of awards. 


Agenda: September 10-12: Submarine 
Geology and Geophysics Review—Room 
628; September 12-14: Physical 
Oceanography Review—Room 338. 

Reason for Closing: The meeting will deal 
with a review of grants and declinations in 
which the Committee will review materials 
containing the names of applicant 
institutions and principal investigators and 
privileged information contained in 
declined proposals. This meeting will also 
include a review of peer review 
documentation pertaining to applicants. 
Any non-exempt material that may be 
discussed at this meeting (proposals that 
have been awarded) will be inextricably 
intertwined with the discussion of exempt 
materials and no further separation is 
practical. These matters are within 
exemptions (4) and (B) of 5 U.S.C. 552b (c), 
the Government in the Sunshine Act. 

Authority to close meeting: This 
determination was made by the Committee 
Management Officer pursuant to provisions 
of Section 10(d) of Pub. L. 92-463. The 
Committee Management Officer was 
delegated the authority to make 9uch ^ 
determinations by the Director. NSF, July 6, 
1979. 

Joyce F. I^plante. 

Acting Committee Management Coordinator. 

August 21.1979. 

JFK Doc. 79-2BJ73 FU*rd 8-23-7* &45 amj 

BILLING CODE 7555-01-M 


POSTAL SERVICE 

Westport Station, Kansas City, Mo.; 
Intent To Prepare Environmental 
Impact Statement 

agency: U.S. Postal Service, Held Real 
Estate and Buildings Office, Central 
Region. 

ACTION: Notice of Intent To Prepare 
Draft Environmental Impact Statement 
(DEIS). 


summary: Public notice is hereby given 
of the intention of the Postal Service to 
prepare a DEIS for a proposed 
expansion of the existing Westport 
Postal Station located at 200 Westport 
Road. Kansas City. Missouri. The 
purpose of the proposed expansion it to 
provide surfaced parking area for 
additional operational, employee, and 
customer vehicles. 

DATE: Information submitted by 
interested parties concerning this 
proposal must be received on or before 
September 27,1979. 

address: Information should be 
submitted to Mr. Gilbert B. Mullen. Field 
Manager. Field Real Estate and 
Buildings Office. 5700 Broadmoor. Room 
920, Mission, Kansas 66202. 


FOR FURTHER INFORMATION CONTACT: 

Robert H. Coven, (202) 245-4304. 

W. Allen Sanders, 

Acting Deputy General Counsel 

(FR Doc- 78-28347 Filed 8-23-79; &45 *n>\ 

BILLING COOE 7710-12-M 


SMALL BUSINESS ADMINISTRATION 

% 

(Proposed License No. 01/01-02971 

Hampshire Capital Corp.; Application 
for a License To Operate as a Small 
Business Investment Company 

Notice is hereby given that an 
Application has been Bled with the 
Small Business Administration, pursuant 
to § 107.102 of the Regulations governing 
small business investment companies 
(13 CFR 107.102 (1979)). under the name 
of Hampshire Capital Corporation 
(Applicant) for a License to operate as a 
Small Business Investment Company 
under the provisions of the Small 
Business Investment Act of 1958, as 
amended (Act), and the Rules and 
Regulations promulgated thereunder. 

The Applicant is incorporated under 
the laws of the State of New Hampshire 
and it will commence operations with a 
capitalization of at least $500,000, which 
amount will be raised from the private 
sale of shares of Common Stock. $1.00 
Par Value, of the Applicant to a limited 
number of investors. 

The Applicant will have its principal 
place of business at 48 Congress Street, 
Portsmouth. New Hampshire 03801 and 
it intends to conduct its operations 
primarily in the State of New 
Hampshire. 

The Officers, Directors and present 
and prospective owners of ten or more 
percent of the Applicants’ Common 
Stocks are: 

Name. Address and Title or Relationship to 
Applicant 

Philip G. Baker, Wild Rose Lane. New Castle, 
New Hampshire. President and Director 
and 10% Stockholder. 

William A. Darling Birch Knolls, Cape 
Elizabeth. Maine. Treasurer, and Chairman. 
Charles L. Hildreth. Jr.. 10 Falls Road. 

Falmouth, Maine. 10% Stockholder. 

The Emery-Waterhouse Company, Rand 
Road. P.O. Box 659, Portland. Maine, 30% 
Stockholder. 

In the event the private sale of the 
Applicants’ Common Stock results in 
additional investors owning ten or more 
percent of such stock, their identity will 
be published in the Federal Register, 
and the newspaper mentioned below. 

The Business Investment Advisory 
Corporation (Business), a newly formed 
corporation with its principal place of 
business located at 48 Congress Street. 
Portsmouth, New Hampshire, will be 
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employed as the Applicants’ Investment 
Adviser/Manager. Philip G. Baker, listed 
above, is President, a Director and the 
owner of 82 percent of the voting 
securities of Business. The other 
Officers, Directors and owners of the 
balance of the voting securities of 
Business are: 

Nome. Address and Relationship 

Harry F. Calamin, 320 Leslie Drive, 
Portsmouth, New Hampshire, Treasurer 
and Director. 

Thomas E. Flynn, 2575 Ocean Blvd., Rye 
Beach, New Hampshire. Clerk and 
Director. 

Matters involved in SBA's 
consideration of the Applicant include 
the general business reputation and 
character of the proposed owners and 
management, and the probability of 
successful operations of the Applicant 
under their management including 
adequate profitability and financial 
soundness in accordance with the Act 
and SBA Regulations. 

Notice is hereby given that any person 
may within, 15 days after the date of 
publication of this Notice, submit 
written comments on the Applicant to 
the Acting Associate Administrator for 
Finance and Investment, Small Business 
Administration. 1441 “L" Street, N.W., 
Washington. D.C. 20416. 

A copy of this Notice shall be 
published by the Applicant in a 
new spaper of general circulation in 
Portsmouth, New Hampshire. 

(Catalogue of Federal Domestic Assistance 
Program No. 59.011 Small Business 
Investment Companies) 

Dated: August 17.1979. 

Peter F. McNeish, 

Acting Associate Administrator for Finance 
and Investment 

|FR Doc. 79-2C3T1 Plied 8-Z3-7* 8:45 am) 

BILLING COOE 8025-01-M 


DEPARTMENT OF THE TREASURY 

Bureau of Alcohol, Tobacco, and 
Firearms 

[Notice No. 79-51 

Advisory Committee on Explosives 
Tagging; Closed Meeting 

Pursuant to section 10(a)(2) of the 
Federal Advisory Committee Act (5 
U.S.C. App. 1 section 10(a)(2)), notice is 
hereby given that a closed meeting of 
the Advisory Committee on Explosives 
Tagging will be held on September 20. 
1979, at the Federal Building, 1200 
Pennsylvania Avenue. NW, Washington, 
DC, room 5041, beginning at 9:30 a.m. 
(EDT). 


The Advisory Committee will discuss 
detailed proprietary, scientific, and 
technical data concerning various 
candidate explosive tagging systems 
that can be used in the detection and 
identification of explosives. The 
information which will be presented and 
discussed during the meeting will 
constitute trade secrets and commercial 
or financial information obtained from a 
person and privileged or confidential 
within the ambit of 5 U.S.C. section 
552b(c)(4). Accordingly, the meeting of 
the Advisory Committee will, under 
authority of section 10(d) of the Federal 
Advisory Committee Act (5 U.S.C. App. 

I section 10(d)). not be open to the 
public. 

All communications regarding this 
meeting of the Advisory Committee 
should be addressed to the Bureau of 
Alcohol, Tobacco and Firearms, 
Washington, DC 20226, Attention: Mr. 
James K. Syverson. Committee Manager, 
room 5205. 

Signed: August 7,1979. 

G. R. Dickerson. 

Director. 

[FR Doc 7S-2&484 Flkd 8-23-79; 845 am| 

BILLING COOE 4810-31-M 


INTERSTATE COMMERCE 
COMMISSION ' 

(MC 99532 (Sub-4)J 

Arnie’s Motor Freight, Inc. (Altoona, 

I A); Decision 

Decided: August 13,1979. 

Applicant seeks a Certificate of 
Registration as evidence of the right to 
conduct operations in interstate and 
foreign commerce which do not exceed 
the scope of its intrastate authority. 
Applicant holds a State motor common 
carrier certificate issued by the Iowa 
Department of Transportation in No. C- 
130 dated May 29.1979, which 
authorizes the operations in intrastate 
commerce reflected in the appendix to 
this decision. This certificate supersedes 
and revokes the prior State certificates 
on which applicant's Certificate of 
Registration in No. MC-09532 (Sub-Nos. 
1, 2, and 3) issued February 1,1971, 
November 22,1972, and November 6, 
1973, respectively, are based. 

The authority granted, to a certain 
extent, exceeds the scope of the 
authority as published in the Federal 
Register. Because it is possible persons 
who have relied upon the notice of the 
application as published may have an 
interest in and would be prejudiced by 
the lack of proper notice of the authority 
described in the appendix to this 
decision, a notice of the authority 


actually granted will be published in the 
Federal Register. Issuance of a 
Certificate of Registration in this 
proceeding will be withheld for a period 
of 30 days from the date of that 
publicaton. During that period any 
proper party in interest may file a 
petition for leave to intervene in this 
proceeding, setting forth in detail the 
precise manner in which it has been 
prejudiced. 

While the application was opposed at 
the State level, no party in interest has 
filed a petition for reconsideration with 
this Commission. 

We find: That provisions of 49 USC 
10931 have been satisfied. This decision 
does not significantly affect the human 
environment. 

It is ordered: Notice of the authority 
granted in this decision will be 
published in the Federal Register. In the 
event a petition for leave to intervene is 
filed, this decision shall be void. 
Otherwise, this decision shall become 
final on September 24,1979. 

The application is granted to the 
extent set forth in the appendix. 

Operations may begin only following 
the service of a certificate of 
registration which will be issued if 
applicant complies with the following 
requirements set forth in the Code of 
Federal Regulations: insurance (49 CFR 
1043), designation of process agent (49 
CFR 1044), and tariffs (49 CFR 1310). 

Applicant must comply with these 
requirements within 90 days after the 
date this decision becomes final, or the 
grant of authority will be void. The 
Certificate of Registration in No. MC- 
99532 (Sub-Nos. 1. 2, and 3) will be 
revoked concurrently with the issuance 
of the new one. 

Note—This decision does not constitute 
authority to operate. 

By the Commission. Review Board Number 
4. Members Fitzpatrick. Fisher, and Reed. 
Agatha L. Murgenovich. 

Secretary . 

Appendix—No. MC 99532 (Sub-4). 

Amie’s Motor Freight, Inc., Altoona, IA 

Description of the transportation service 
authorized to be conducted solely within the 
State of Iowa, in intrastate commerce, as a 
common carrier by motor vehicle, pursuant to 
Certificate of Public Convenience and 
Necessity No. C-130. dated May 29.1979, by 
the Iowa Department of Transportation: 
General commodities (except liquid products, 
in bulk, in tank vehicles), between Allemen. 
Altoona. Baxter, Bondurant, Cambridge, 
Clemons. Colfax, Colo., Collins. Des Moines. 
Elkhart, Femald, Haverhill. Ira, Kelly, 
Maxwell. Melbourne. Mingo. Mitchellville. 
McCallsburg, Nevada. Rhodes. Runnells, St. 
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Anthony, Sheldahl, Shipley. Slater, State 
Center, and Zearing, IA. 

(FR Doc. 73-28365 Filed 8-23-79*. 8:45 am) 

BILUNG CODE 703S-01-M 


[Notice No. 123] 

Assignment of Hearings 

August 20.1979. 

Cases assigned for hearing, 
postponement, cancellation or oral 
argument appear below and will be 
published only once. This list contains 
prospective assignments only and does 
not include cases previously assigned 
hearing dates. The hearings will be on 
the issues as presently reflected in the 
Official Docket of the Commission. An 
attempt will be made to publish notices 
of cancellation of hearings as promptly 
as possible, but interested parties 
should take appropriate steps to insure 
that they are notified of cancellation or 
postponements of hearings in which 
they are interested. 

MC 119767 (Sub-350F). Beaver Transport Co., 
now assigned for Prehearing Conference on 
September 10.1979 at Chicago, IL. and will 
be held in Room No. 280, Everett McKinley 
Dirksen Building. 219 South Dearborn 
Street. 

MC 720 (Sub-58F), Bird Trucking Company. 
Inc., MC 139577 (Sub-27F). Adams Transit. 
Inc.. MC 114457 (Sub-466F). Dart Transit 
Company, now assigned fQr hearing on 
September 11,1979 at Madison, WI, and 
will be held at the Rear Lecture Room. 
Madison Public Library, 201 West Mifflin 
Street. 

MC-FC-77634. A M & M Incorporated, 
Transferee and Record Truck Line. Inc. 
Transfereror. MC 133220 (Sub-12F). A M & 
M Incorporated (Reentitled). MC 133220 
(Sub-13F), A M & M Incorporated 
(Reentitled), now assigned for hearing on 
September 11.1979 at Washington, DC. is 
postponed to September 24.1979 (5 days), 
at Atlanta. GA, in a hearing room to be 
later designated. 

MC 107445 (Sub-20F). Underwood Machinery 
Transport, Inc., now assigned for hearing 
on October 15.1979 at Chicago, IL. is 
canceled and reassigned to October 15. 

1979 (1 week) at Indianapolis. ID. in a 
hearing room to be later designated. 

MC 125156 (Sub-2F), Dawson’s Charter 
Service. Inc., now assigned for hearing on 
September 5.1979 at Washington, DC, is 
postponed to October 10,1979 at the 
Offices of the Interstate Commerce 
Commission. Washington. DC. 

MC 112963 (Sub-82F), Roy Bros., Inc., now 
assigned for hearing on September 12.1979 
(3 days), at Boston. MA. is postponed to 
October 29.1979 (1 week) at Boston, MA. in 
a hearing room to be later designated. 

MC 121658 (Sub-14F), Steve D Thompson 
Trucking. Inc., now assigned for hearing on 
September 11.1979 (2 days), at the Holiday 
Inn, 6th and Broadway. Little Rock. AR. 
and continued to September 13.1979 (2 


days), at the Ramnda Inn, 1311 U.S. 
Highway. 165 By Pass. Monroe. LA. 

I&S No. 9217, Increased Rates On Coal. Arco. 
TN. now assigned for hearing on 
September 5,1979 is postponed to 
September 6.1979 (2 days) at the Offices of 
the Interstate Commerce Commission. 
Washington, DC. 

MC F 13803 F. Spector Industries, Inc., d.b.a. 
Spector Freight System-Control-Spector 
Freight System of Canada Limited, now 
being assigned for hearing on November 5, 
1979 (2 days), at Chicago. IL in a hearing 
room to be designated later. 

MC 146468 F, Nankin Auto Parts Transport, 
Inc., now being assigned for hearing on 
November 7,1979 (2 days), at Chicago, IL in 
a hearing room to be designated later. 

MC 108119 (Sub-125F), E. L. Murphy Trucking 
Company, now being assigned for hearing 
on November 9,1979 (1 day), at Chicago, IL 
In a hearing room to be designated later. 

MC 135812 (Sub-lF), Professional Driver 
Services, Inc., and MC 140245 F, 
Professional Driver Services, Inc., Contract 
Carrier Application, now being assigned 
for Prehearing Conference on September 
21,1979 at the Offices of the Interstate 
Commerce Commission in Washington, DC. 

MC 115093 (Sub-17F), Mercury Motor Xpress, 
Inc., now being assigned for Prehearing 
Conference on October 2.1979 at the 
Offices of the Interstate Commerce 
Commission in Washington. DC. 

MC 107012 (Sub-336F). North American Van 
Lines, Inc., now being assigned for hearing 
on November 5,1979 (3 days), at Boston, 
MA in a hearing room to be designated 
later. 

MC 30844 (Sub-632F), Kroblin Refrigerated 
Express, Inc.. Application dismissed. 

MC 107107 (Sub-473F), Alterman Transport 
Lines. Inc., transferred to Modified 
Procedure. 

MC 108119 (Sub-124F), E. L. Murphy Trucking 
Company, now assigned for hearing on 
October 30,1979 (1 day), at Chicago, IL, 
location of hearing room will be designated 
later. 

MC-F-13826. H & W Motor Express 
Company, now assigned for hearing on 
October 31,1979 (3 days), at Chicago. IL, 
location of hearing room will be designated 
later. 

MC 112893 (Sub-55F). Bulk Transport 
Company, now assigned for hearing on 
November 5,1979 (1 day), at Chicago, IL. 
location of hearing room will be designated 
later. 

MC 119741 (Sub-143), Green Field Transport 
Company, Inc., now assigned for hearing 
on November 6.1979 (2 days), at Chicago, 
IL, location of hearing room will be 
designated later. 

MC 146110F. Small Shipment Express of 


Illinois. Inc., now assigned for hearing on 
November 8.1979 (2 days), at Chicago, IL. 
location of hearing room will be designated 
later. 

Agatha L. Mergenovich, 

Secretory. 

[FR Doc. 79-28361 Filed 8-23-79: 8:45 am) 

BILLING CODE 7035-01-M 


[Notice No. 124] 

Assignment of Hearing—Correction 

August 17,1979. 

MC 138635 (Sub-67F), Carolina 
Western Express. Inc., appearing page 
46607, August 8,1979 is corrected as 
follows: MC 138635 (Sub-67F), Carolina 
Western Express, Inc., now being 
assigned for hearing on September 12, 
1979 (3 days), at Los Angeles. CA will be 
held in Room No. 203, U.S. County Court 
House, 111 North Hill Street (instead of 
September 11,1979). 

Agatha L. Mergenovich, 

Secretary. 

(FR Doc. 79-28362 Filed 8-23-79; 8:45 am) 

BILLING CODE 7035-01-41 


(Finance Docket No. 29021F] 

Consolidated Rail Corporation 
(ConRail)—Discontinuance of 
Passenger Trains Nos. 453-456 
Between Valparaiso, Ind. and Chicago. 
III. 

agency: Interstate Commerce 
Commission. Office of Policy and 
Analysis, Energy and Environment 
Branch. 

action: Notice of availability of final 
environmental impact statement 
prepared in above-entitled proceeding. 

summary: On or about August 28,1979 
the Energy and Environment Branch will 
serve on the public and the 
Environmental Protection Agency (EPA), 
a copy of the final environmental impact 
statement prepared in the above-entitled 
proceeding. This notice is intended as a 
supplement to that which will be 
published by EPA (approximately one 
week later), if upon review it finds the 
subject document to be acceptable for 
filing. 

FOR FURTHER INFORMATION CONTACT: 

Steve Botts, Energy and Environment 
Branch, Interstate Commerce 
Commission, 12th & Constitution 











Federal Register / Vol. 44, No. 166 / Friday, August 24, 1979 / Notices 


49819 


Avenue, Washington. DC 20423, Tel. 
(202) 275-7917. 

Agatha L. Mergenovich. 

Secretary. 

[FR Doc. 79-263&3 FUed 8~Z3-7fc 8:45 am) 

BILLING COD£ 7035-01-44 


[No. MC 111231 (Sub-No. 236) F| 

Jones Truck Lines, Inc., Extension—St. 
Louis Steel; Springdale, AR 

Decided: July 26.1979. 

Applicant seeks a certificate of public 
convenience and necessity authorizing 
the operations substantially as 
described in the appendix. The evidence 
has been considered under the modified 
procedure. The application is opposed 
by Steel Haulers, Inc., a motor common 
carrier. Applicant filed a rebuttal 
statement 

Pertinent Facts 

Hyman-Michaels Company and Sauk 
Steel Co., Inc., both maintain facilities in 
the Chicago, IL, commercial zone. 

I lyman-Michaels ships scrap iron while 
Sauk distributes steel bars. Each month 
they consign respectively five and five 
to six shipments to Oklahoma 
destinaions and will tender to applicant 
two and two to three such monthly 
loads. Each firm gives representative 
Oklahoma destinations. 

American Sheet and Strip Steel 
Corporation, Manufacturers Steel 
Supply Co., Inc., and Southwest Steel 
Supply Co., Inc., all conduct operations 
in the St. Louis. MO-East St. Louis, IL, 
commercial zone. Each markets various 
types of steel articles in Oklahoma 
points. American presently ships only 
about 1 such load a month but is hiring a 
salesman to cover that territory and 
expects to increase pertinent monthly 
volumes to three or four movements. 
Shipper plans to tender half of this 
traffic to applicant. 

Manufacturers presently has “limited’* 
shipments into Oklahoma due to 
av ailability of similar products from 
Oklahoma based producers at a lower 
price but speculates that traffic to that 
State may increase due to market 
conditions. If the application is granted, 
Jones will receive a proportionate share 
of such freight. All of manufacturers* 
Oklahoma shipments will be destined to 
points near Norman. 

Southwest ships about 200 tons a 
month into the area to be served here 
und gives representative destinations for 
this traffic. It plans to tender three or 
four loads a month to applicant. 

Each shipper requires truckload 
service and all except Hyman-Michaels 
need occasional multiple deliveries. All 


have used the services of Steel Haulers, 
and will continue to use this protestant 
if the authority sought is granted. The 
Chicago-based shippers and Southwest 
as well, find that Steel Haulers is 
sometimes unable to supply equipment. 
Sauk has been forced to transport 
shipments to Oklahoma in private 
carriage due to protestant’s inability to 
furnish vehicles. 

Applicant not only requests authority 
from St. Louis to points in Oklahoma, 
but also seeks to tack the sought rights 
with certain authority (identified in the 
Federal Register publication as 
Certificate Sub-No. 41) to transport 
“steel and steel products between St. 
Louis and its commercial zone on the 
one hand, and. on the other, Chicago.'* 

Applicant operates terminals at St. 
Louis, Chicago, and points throughout 
Oklahoma. It offers all services for 
which shippers express a need. Jones 
presently handles this traffic to portions 
of Oklahoma assertedly by tacking 
certain of its authorities which are not 
identified by Sub-Nos. During October 
and November 1978, it handled seven 
shipments from St. Louis^and 76 
shipments from Chicago to the sought 
destinations. Movements which it could 
not transport directly were interlined 
with a non-party carrier, but this 
arrangement has deteriorated and Jones 
seeks direct authority to replace the 
interline operation. Of the October and 
November 1978, shipments, applicant 
interlined eleven. All moved from 
Chicago. During the same period in 1977, 
it interlined four shipments from each 
origin. 

Steel Haulers has authority to handle 
iron and steel articles from Chicago and 
St. Louis to points in Oklahoma. It 
maintains terminals at those points and 
one near Tulsa, OK. Protestant operates 
a substantial fleet of equipment and 
offers all services which shippers desire. 
It has not transported any traffic for 
Manufacturers during 1978, and has 
handled minimal amounts of traffic for 
the other supporting shippers here. 
During the last quarter of 1978, it 
transported 129 shipments from St. Louis 
to Oklahoma, and derived over $70,000 
from this transportation. Steel Haulers 
averages 89 movements a month from 
Chicago to Oklahoma. Its earnings from 
such traffic in the last three months of 
1978 exceeded $17,000. Steel Haulers 
points out that a grant of this application 
would enable Jones to gain authority to 
serve two major seel producing areas on 
the basis of a need shown by a few 
small firms. Protestant fears diversion of 
traffic which it handles for large 
shippers of steel at the involved origins. 
Protestant would not object to a grant of 


authority if it were limited to the 
facilities of the supporting shippers. 

Discussion and Conclusions 

Although the evidence of 
Manufacturers is too indefinite and 
speculative to show even a future need 
for applicant’s operation, the remaining 
shipper’s testimony is sufficient to 
establish a requirement for additional 
service to Oklahoma from both origins. 
Significant quantities of traffic are 
involved, and shippers require periodic 
split deliveries. Applicant has 
demonstrated the ability to serve the 
supporting firms. Protestant has handled 
some freight for the interested shippers 
but this has not been substantial and its 
statement that it would not object to a 
grant limited to the pertinent facilities 
indicates little interest in the involved 
traffic. Protestant’s real concern seems 
to be in protecting the revenues it enjoys 
from large shippers at St. Louis and 
Chicago. However, we note that 
applicant can presently transport much 
of this traffic directly by tacking of 
various authorities, 1 and has interlined 
some to Oklahoma points it does not 
cover directly. Steel Haulers, therefore, 
is presently a competitor for the 
involved freight. For this reason, and 
because the opposing carriers have not 
shown the significance of the involved 
traffic in relation to their overall 
revenues, we see little probability that a 
grant to serve additional Oklahoma 
points directly without a plantsite 
restriction will materially harm 
protestants to an extent contrary to the 
public interest. We will grant the 
authority as sought from St. Louis to 
Oklahoma without further discussion. 

In the application as filed and 
published, jones generally asks the right 
to tack the authority sought here with its 
Sub-No. 41 authority. That certificate 
does enable the carriage of general 
commodities (with exceptions) between 
Chicago and St. Louis. The same 
franchise also contains irregular-route 
authority to transport steel and steel 
products from Chicago, and various 
other points in St. Louis. It would be 
inappropriate to allow tacking with the 
pertinent irregular-route rights since this 
would allow service not only from 
Chicago, but also at numerous other 
origins where applicant has made no 
showing of need. Also one Chicago 
shipper distributes only iron articles 
which could not move under “steel 
products” authority. In order to meet the 


1 We admonish applicant for not identifying the 
franchises which allow this service, but a review of 
the extensive list of authorities attached to its 
statement reveals it has regular-route general 
commodity rights which would permit much of the 
sought service. 
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needs shown on this record and to avoid 
granting authority from many points at 
which Jones service is not required, we 
will deny applicant’s tacking request 
and instead grant specific authority to 
serve Chicago as an origin. Since 
applicant has demonstrated only one 
way movements of traffic, the grant will 
be limited accordingly. 

The Federal Register publication did 
not make it clear that tacking was 
sought to serve Chicago so issuance of 
the authority here will be withheld until 
publication in the Federal Register of a 
notice of the authority actually granted 
and the disposition of any timely filed 
petitions to intervene by parties 
prejudiced by the inclusion of this 
additional origin. 

We find: The present and future 
public convenience and necessity 
require operation by applicant, 
performing the service described in the 
appendix. Applicant is fit, willing, and 
able properly to perform the granted 
service and to conform to the 
requirements of Title 49. Subtitle IV, 

U.S. Code, and the Commission’s 
regulations. An appropriate certificate 
should be granted. This decision does 
not significantly affect the quality of the 
human environment. 

It is ordered: The application is 
granted to the extent set forth in the 
appendix. 

Operations may begin only following 
the service of a certificate which will be 
issued after satisfaction of the 
republication condition in the appendix 
if applicant complies with the following 
requirements set forth in the Code of 
Federal Regulations: insurance (49 CFR 
1043), designation of process agent (49 
CFR 1044), and tariffs (49 CFR 1310). 

Applicant must comply within 90 days 
after the date of service of this decision, 
or the grant of authority shall be void. 

By the Commission, Review Board Number 
2. Members Boyle. Eaton, and Liberman. 
Agatha L. Mergenovich, 

Secretary . 

Appendix 

Authority to conduct the following 
operations will be issued in an appropriate 
document. This decision does not constitute 
authority to operate. 

To operate as a common carrier, by motor 
vehicle, in interstate or foreign commerce, 
over irregular routes, transporting iron and 
steel articles, from St. Louis. MO. and 
Chicago. IL, to points in Oklahoma. 

CONDITION: Issuance of the certificate 
authorized here will be withheld until 
publication in the Federal Register of a notice 
of the grant of authority set forth above and 


the disposition of any petitions to intervene 
filed within 30 days of such publication. 

(FR Doc. 79-28366 Filed ft-23-79: 8:45 am] 

BILLING COOE 7035-01-M 


[MC 143983] 

Mel-Kris Trucking Corp. Contract 
Carrier Application; Paterson, N.J. 

Decided: July 5.1979. 

Applicant seeks a permit to operate as 
a contract carrier by motor vehicle, 
authorizing the operations described in 
the appendix. The evidence has been 
considered under the modified 
procedure. 1 The application is opposed 
by Interstate Dress Carriers, Inc. (IDC), 
a motor common carrier. Applicant filed 
a reply argument. 

Pertinent Facts 

Applicant here seeks its initial 
permanent operating rights from the 
Commission. It maintains a terminal at 
Paterson, NJ, and will begin operations 
by leasing two tractors, five trailers, and 
one straight truck. It has been serving 
shipper for many years within the New 
York, NY, commercial or “exempt” zone. 
If the instant application is approved, 
applicant will provide shipper with 
expedited and timed pickups and 
deliveries (including inside pickups and 
deliveries if necessary), reconsign and 
divert shipments, perform loading, 
unloading, and warehousing services at 
its Paterson terminal, and effect a local 
pickup and delivery service in the New 
York, NY, commercial zone in 
conjunction with a line-haul 
transportation service between Paterson 
and Glens Falls, NY. 

Supporting shipper, Native Textiles, A 
Division of Carisbrook Industries, Inc., 
manufactures textiles and textile 
products at pertinent plants situated at 
Dallas. PA, and Glens Falls, NY. At 
present, shipper uses its own equipment 
to transport its finished products and 
related materials, equipment, and 
supplies from the Dallas facility to 
applicant’s facilities in New York City, 
where the shipments are distributed by 
applicant locally or for export. Native 
also transports these same commodities, 
as well as freight originating in the New 


* This is the second decision by this Board. 
Because the original statements failed by applicant 
and its supporting shipper were significantly 
deficient in certain respects, and because applicant 
filed to demonstrate the operational feasibility of its 
service proposal or to provide any financial data, by 
decision served January' 31.1979. this proceeding 
was reassigned for further processing under the 
modified procedure. Applicant and shipper were 
afforded a period of time in which to submit 
evidence conforming to Rule 247(f)(3) of the 
Commission’s Genera) Rules of Practice. Protestant 
was afforded additional time to respond. 


York City area, from New York City to 
its Glens Falls Plant. The traffic then 
moves back by shipper to New York 
City and subsequently to Dallas in a 
continuous round-robin operation. 

Native requires the services of a 
carrier which will not only effect a local 
pickup and delivery service in the New 
York City commercial zone, but will also 
perform a linehaul transportation 
service between the New York area and 
its Glens Falls facility (the latter service 
replacing its own private operations). As 
proposed herein, traffic originating at 
Native’s Dallas, PA, plant destined to 
the New York commercial zone (and 
ultimately to Glens Falls), will continue 
to be transported in shipper's own 
vehicles to applicant’s Paterson 
terminal. Applicant will then make local 
pickups and deliveries in the New York 
commercial zone and also provide 
power equipment to pull shipper’s 
trailers from the New York area to 
Glens Falls. The parties envision that, at 
some point, applicant will supply a 
portion of the trailer equipment as well. 
At Glens Falls this pattern will be 
reversed. If this application is granted, 
Native will tender to applicant all of the 
subject traffic. Native asserts existing 
carriers cannot provide the dedicated 
service applicant proposes. However, it 
goes on to say that any carriers 
currently being used at its plants will 
continue to be used in accordance with 
customer routings. 

IDC asserts it holds pertinent 
authority to transport materials and 
supplies ued in the manufacture of 
wearing apparel between New York 
City and Glens Falls. NY. It also alleges 
it can provide direct service between 
Dallas, PA, and Glens Falls, NY, with no 
need for an intermediate stop at 
Paterson, NJ, as required in applicant’s 
proposal. We note, however, that 
protestant merely provides an appendix 
containing all of its operating authorities 
and fails to indicate specifically its 
pertinent operating rights in conflict 
with the authority sought here. IDC 
directs its evidence to a great extent at 
shipper’s traffic moving to and from 
Dallas, PA, but this service is not sought 
in the application. 

IDC contends that applicant’s 
proposed service is for common rather 
than contract carriage. It argues it is in a 
position to satisfy shipper’s 
transportation requirements. IDC 
submits it is currently handling 
substantial traffic from Native’s Glens 
Falls facility to customers situated 
throughout the New York commercial 
zone and fears unwarranted diversion 
by applicant of this traffic and the 
resulting revenues should the sought 
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authority be approved. No traffic 
studies, however, are presented. 

Discussion and Conclusions 

Applicant’s proposal constitutes 
contract carriage under 49 U.S.C. 
10102(12), inasmuch as applicant has no 
other interstate authority and since the 
character of the evidence submitted 
indicates that it will assign equipment to 
the exclusive use of the supporting 
shipper, the only person it will be 
serving as a contract carrier. See, for 
example, Royal Transports, Inc., Contr. 
Car. Applic., 120 M.C.C. 783, 789 (1974). 

Applicant will provide service to but 
one shipper, the strongest showing 
possible under the first criterion of 49 
U.S.C. 10923(b)(2). It will perform a 
personalized, “house carrier” service for 
shipper including effecting prompt, 
scheduled, and inside pickups and 
deliveries, reconsigning and 
warehousing shipments, and 
coordinating a local pickup and delivery 
service in the New York area with a 
line-haul service between Glens Falls, 
NY, and applicant’s terminal at 
Paterson, NJ. The sole protestant, IDC, 
simply has not shown it is in a position 
to match the type of dedicated, tailored 
transportation service applicant 
proposes here. 

IDC avers it is presently transporting 
traffic from Native's Glens Falls plant to 
New York area destinations. However, 
we note that protestant fails to 
specifically document such service 
making it impossible for us to accurately 
assess any harm it may suffer as a result 
of a grant of authority in this proceeding. 
In any event, we conclude that the 
advantages to Native of having 
applicant’s proposed superior operation 
outweigh any potentially detrimental 
effects which may befall IDC. 

A denial of the application would 
adversely affect applicant to the extent 
it would be prevented from joining the 
ranks of regulated carriers. Such a 
decision also would deprive Native of 
the services of a carrier willing to 
devote its operations to shipper's 
expressed for-hire transportation needs. 
The changing character of Native’s 
transportation needs does not appear to 
be a significant factor here. 

Weighing in balance the evidence in 
light of the criteria of 49 U.S.C. 
10923(b)(2), we conclude that the 
application should be granted to the 
extent set forth in the appendix. 

Certain additional matters concerning 
the scope of authority sought and 
granted must be considered. In its initial 
verified statement on further modified 
procedure, applicant requests that the 
authority sought be amended to include 
materials, equipment, and supplies used 


in the manufacture and sale of textiles 
and textile products (except in bulk). 

The supporting shipper has, in fact, 
clearly demonstrated a need for the 
movement of such commodities and the 
grant will include appropriate authority. 
Additionally, applicant requests that the 
base point originally sought. Paterson, 
NJ, be changed to New York. NY, in 
order to allow it to provide the service 
shown to be required by shipper. We 
agree that this change is necessary and 
to deny the request would be to deprive 
shipper of a substantial portion of the 
service it needs. Paterson’s commercial 
zone does not include New York City 
and thus a grant to serve Paterson 
would not allow applicant to perform 
the pickups and deliveries within the 
geographical area known as the New 
York, NY, commercial zone shown to be 
needed by shipper. A grant to serve 
New York, NY, would, however, include 
all points in the New York City 
commercial zone, including Paterson, 
and would allow applicant not only to 
operate to its Paterson facilities but also 
to make pickups and deliveries within 
the New York commercial zone with 
regard to traffic moving, respectively, to 
or from Glens Falls. See 49 CFR 1041.20 
and 1048.101. 

However, in making these changes in 
the application, we rather substantially 
have broadened the scope of the 
authority as originally sought and 
published. Accordingly, a notice of the 
authority actually granted will be 
. published in the Federal Register and 
issuance of a permit will be withheld for 
a period of 30 days from the date of 
publication, during which period any 
proper party in interest may file an 
appropriate petition for leave to 
intervene in this proceeding, setting 
forth in detail the precise manner in 
which it has been prejudiced. 

We find: Operation by applicant, as a 
contract carrier by motor vehicle, 
performing the service described in the 
appendix, will be consistent with the 
public interest and the transportation 
policy of 49 U.S.C. 10101. Applicant is 
fit, willing, and able properly to perform 
the granted service and to conform to 
the requirements of Title 49, Subtitle IV, 
U.S. Code, and the Commission’s 
regulations. An appropriate permit 
should be granted. This decision does 
not significantly affect the quality of the 
human environment. 

It is ordered: The application is 
granted to the extent set forth in the 
appendix. 

Operations may begin only following 
the service of a Permit which will be 
issued after republication and if 
applicant complies with the following 
requirements set forth in the Code of 


Federal Regulations: insurance (49 CFR 
1043), designation of process agent (49 
CFR 1044), contracts (49 CFR 1053), and 
freight rate schedules (49 CFR 1307). 

Compliance with.these requirements 
must be made within 90 days after the 
date of service of this decision or the 
grant of authority in this decision shall 
be void. 

By the Commission. Review Board Number 
2, Members Boyle. Eaton, and Liberman 
(Board Member Eaton not participating). 
Agatha L. Mergenovich, 

Secretary. 

Appendix 

AUTHORITY SOUGHT: To transport 
textiles and textile products, between 
Paterson, NJ. on the one hand, and, on the 
other, Glens Falls. NY, under continuing 
contract^) with Native Textiles. Inc. 

SERVICE AUTHORIZED: Authority to 
conduct the following operations will be 
issued in an appropriate document. This 
decision does not constitute authority to 
operate. 

To operate as a contract carrier, by motor 
vehicle, in interstate of foreign commerce, 
over irregular routes, transporting (1) textiles 
and textile products, and (2) materials, 
equipment, and supplies used in the 
manufacture and sale of the commodities in 
(1) above (except commodities in bulk), 
between New York, NY, on the one hand, 
and. on the other, Glens Falls. NY. under 
continuing contracts! with Native Textiles. 
Division of Carisbrook Industries. Inc., of 
New York. NY. 

CONDITION: Issuance of the permit 
authorized here will be withheld for a period 
of 30 days from the date of publication in the 
Federal Register of a notice of the authority 
granted by this decision. 

[FR Doc 79-28364 Filed 8-23-79; 8:45 am] 

BILLING COOE 7035-01-M 


(Ex Parte No. 368] 

Increased Freight Rates and Charges, 
Nationwide—1979; Decision 

Decided: August 16.1979. 

By petition and verified statements 
filed July 26.1979, United States 
Railroads sought authority to increase 
freight rates and charges generally by 9 
percent within Eastern Territory. 7.8 
percent within Western Territory and 
between the West and East, and 6.4 
percent within Southern Territory and 
between Southern Territory and the East 
or West. The railroads sought to make 
the proposed increase effective October 
1.1979. 

In a decision served August 9.1979. 
the Commission ordered that any person 
opposing or wishing to comment on the 
proposed increase should file and serve 
verified statements on or before 
September 6.1979. (44 FR 47854. August 
15,1979) The Commission further 
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ordered that respondents should file and 
serve their replies to protests as other 
pleadings and rebuttal evidence on or 
before September 12,1979. The 
Commission added that in the event the 
railroads did not file their tariff prior to 
August 13.1979. the due dates specified 
for the filing of protests and for the filing 
of replies would be extended. 

The railroads did not file their tariff 
on August 13,1979. They anticipate 
filing the tariff on August 20.1979. 
Therefore, we extend the due date for 
the filing of protests from September 6, 
1979 to September 11.1979, and we 
extend the due date for the filing of 
replies from September 12,1979 to 
September 17,1979. These extended 
deadlines will provide sufficient time for 
all parties to Hie their pleadings without 
unnecessary delay. However, these 
extended procedural dates subtract from 
the period the Commission has for 
rendering a decision. The railroads are 
placed on notice that the Commission 
may, if the circumstances warrant, 
require that the October 1,1979 
proposed effective date be postponed 
for a period of time equal to the delay in 
filing the tariff. 

It is ordered: The due date for the 
filing of protests is extended to 
September 11,1979. The due date for the 
filing of replies is extended to 
September 17,1979. 

By the Commission. Chairman O’Neal. 
Agatha L. Mergenovich, 

Secretary. 

(PR Doc. 79-26368 Filed 8-23-79; &45 ami 

BILLING COOE 7035-01 -M 
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This section of the FEDERAL REGISTER 
contains notices of meetings published 
under the “Government in the Sunshine 
Act’* (Pub. L. 94-409) 5 U.S.C. 

552b(e)(3). 


CONTENTS 

Items 


Civil Aeronautics Board. 1 

Equal Employment Opportunity Com¬ 
mission . 2 

Federal Deposit Insurance Corpora¬ 
tion . 3 

Federal Energy Regulatory Commis¬ 
sion . 4 

Federal Maritime Commission. 5. 6 

Federal Reserve System... 7 

National Mediation Board.„. 8 

National Railroad Passenger Corpora¬ 
tion . 9 


1 

CIVIL AERONAUTICS BOARD. 

TIME and date: 9 a.m., August 23,1979. 

place: Room 1027,1825 Connecticut 
Avenue N.W., Washington, D.C. 20428. 

SUBJECT: 18a. Dockets 35893, 36005, 
36020. 36024, 36031, 36033. 36035, 36036, 
36049. 36052, 36054, and 36057; Boston/ 
Philadelphia/ Washington-Orlando 
Show-Cause Proceeding (Memo No. 
8927-A, BDA, BIA, OGC). 

status: Open. 

PERSON TO contact: Phyllis T. Kaylor, 
the Secretary (202) 673-5068. 

SUPPLEMENTARY INFORMATION: 

Immediate action is required in this 
matter because the Philadelphia- 
Orlando awards have a direct bearing 
on a pending court proceeding, and the 
General Counsel has been requested to 
produce evidence of the Board’s action 
as soon as possible. Accordingly, the 
following Members have voted that 
agency business requires the addition of 
Item 18a to the August 23,1979 agenda 
and that no earlier announcement of this 
addition was possible: 

Chairman Marvin S. Cohen 
Member Elizabeth E. Bailey 
Member Gloria Schaffer 

|S-1672-79 Filed 6-22-79: 3:28 pm| 

BILLING CODE 6320-0t-M 


2 

equal employment opportunity 
COMMISSION. 

time and DATE: 9:30 a.m. (eastern time), 
Tuesday. August 28,1979. 


place: Commission conference room, 

No. 5240, on the fifth floor of the 
Columbia Plaza Office Building, 2401 E 
Street NW., Washington, D.C. 20506. 

MATTERS TO BE CONSIDERED: 

Open to the Public 

1. Modification of various state and local 
agency fiscal year 1979 charge resolution 
contracts. 

2. Revised draft annual report required by 
Executive Order 12067. 

3. Affirmative Action instructions for 
Federal Agencies for fiscal year 1980. 

4. Two sole source contracts to obtain 
information pursuant to a court order. 

5. Report on Commission operations by the 
Executive Director. 

Closed to the Public 

1. Litigation authorization: General Counsel 
recommendations. 

2. Decision on request to appeal 01790595. 

3. Decision on request to appeal 05790024. 
Note.—Any matter not discussed or 

concluded may be carried over to a later 
meeting. 

CONTACT PERSON FOR MORE 

information: Marie D. Wilson, 
Executive Officer, Executive Secretariat, 
at(202)634-6748. 

This notice issued August 21.1979. 

(S-1671-79 Filed 8-22-79: 2:47 pmj 

BILUNG CODE 6570-06-M 


3 

FEDERAL DEPOSIT INSURANCE 
CORPORATION. 

Notice of Agency Meeting 

Pursuant to the provisions of 
subsection (e)(2) of the “Government in 
the Sunshine Act" (5 U.S.C. 552b(e)(2)), 
notice is hereby given that at 4:30 p.m. 
on Tuesday, August 21,1979. the Board 
of Directors of the Federal Deposit 
Insurance Corporation met in closed 
session, by telephone conference call, to 
(1) consider a Legal Division 
memorandum dated August 14.1979, in 
connection with an appeal from an 
initial partial denial under the Freedom 
of Information Act; and (2) reconsider a 
decision of the Board in a section 8(b) 
proceeding under the Federal Deposit 
Insurance Act (12 U.S.C. 1818(b)) against 
an insured State nonmember bank for 
alleged violation of 12 CFR 329.8(f). 

In calling the meeting, the Board 
determined, on motion of Chairman 
Irvine H. Sprague, seconded by Director 
John G. Heimann (Comptroller of the 
Currency), and concurred in by Director 


William M. Isaac (Appointive), that 
Corporation business required its 
consideration of these matters on less 
than seven days’ notice to the public; 
that no earlier notice of the meeting was 
practicable; that the public interest did 
not require consideration of these 
matters in a meeting open to public 
observation; and that these matters 
were eligible for consideration in a 
closed meeting pursuant to subsections 
(c)(6), (c)(8), (c)(9)(A)(ii), (c)(9)(B). and 
(c)(10) of the “Government in the 
Sunshine Act" (5 U.S.C. 552b(c)(6), (c)(8), 
(c)(9)(A)(ii), (c)(9)(B). and (c)(10)). 

Dated: August 22,1979. 

Federal Deposit Insurance Corporation. 

Hoyle L. Robinson. 

Executive Secretary. 

(S-18TO-79 Filed 8-22-79:11:54 am| 

BILLING CODE 8714-01-M 


4 

FEDERAL ENERGY REGULATORY 
COMMISSION. 

“FEDERAL REGISTER" CITATION OF 
PREVIOUS announcement: Published 
August 20,1979; 44 FR 48842. 

PREVIOUSLY ANNOUNCED TIME ANO DATE 
OF MEETING: 10 a.m.. August 20,1979. 

CHANGE in MEETING: Addition to the 
agenda meeting of August 20,1979. 

Item Number. Docket Number, and Company 

CP-3—CP79-295. Black Warrior Pipeline. Inc. 

and Rayar Pipeline, Inc. 

Kenneth F. Plumb. 

Secretary. 

|S~ 1689-79 Filed 8-22-79; 11:54 «m| 

BILLING CODE 6450-01-M 


5 

FEDERAL MARITIME COMMISSION 
TIME AND date: 2 p.m., August 20,1979. 

PLACE: Room 12126,1100 L Street NW. t 
Washington. D.C. 20573. 

status: Open. 

MATTER TO BE considered: Korean 
cargo preference laws. 

CONTACT persons for more 
information: Francis C. Humey (202) 
523-5725. 

(S- 1667-79 Filed 8-21-79: 4:36 pmj 

BILUNG CODE 6730-01-M 
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6 

FEDERAL MARITIME COMMISSION. 

TIME and DATE: 10 a.m., August 29.1979. 
PLACE: Room 12126,1100 L Street. NW., 
Washington, D.C. 20573. 

STATUS: Parts of the meeting will be 
open to the public. The rest of the 
meeting will be closed to the public. 
MATTERS TO BE CONSIDERED: 

Portions Open to the Public 

1. Monthly report of actions taken pursuant 
to authority delegated to the Managing 
Director. 

2. Report on United States Lines. Inc., 
proposed 2.9 percent rate increase in Pacific 
Coast/Hawaii trade. 

3. Appeal of Pacific Coast European 
Conference of staff action rejecting the filing 
of tariff matter. 

4. Rules published by the Japan/Korea- 
Atlantic and Gulf Freight Conference 
pertaining to chassis availability and 
demurrage charges that result when chassis 
are not made available. 

5. Acceptability of the city of New York as 
a self-insurer for purposes of General Order 
40. 

6. Possible rulemaking with respect to 
issues raised in Docket No. 77-11: Petition for 
Declaratory Order of Pacific Cruise 
Conference. 

7. Universal Transcontinental Corporation 
and J. S. Stass Co. Division of Universal 
Transcontinental Corporation—Possible 
shipper connection. 

Portions Closed to the Public 

1. Show cause proceedings regarding 
failure to self police under General Order 7— 
Consideration of records. 

2. Docket No. 79-46: Expedited surcharges 
for recovery of carriers increased fuel costs 
in the foreign commerce of the United 
States—Consideration of record. 

3. Agreement No. 10266—WIN AC Pool: 
Status report on Commission’s directives in 
Docket No. 77-43. 

CONTACT PERSON FOR MORE 
INFORMATION: Francis C. Humey, 
Secretary (202) 523-5725. 

|S-1675-79 Filed 6-22-79: 3:50 pm) 

BILLING CODE 6730-01-M 


7 

FEDERAL RESERVE SYSTEM. 

TIME AND DATE: 10 a.m.. Wednesday, 
August 29,1979. 

place: 20th Street and Constitution 
Avenue NW., Washington. D.C. 20551. 
STATUS: Open. 

MATTERS TO BE CONSIDERED: 

Summary Agenda 

Because of its routine nature, no 
substantive discussion of the following item 
is anticipated. Thi9 matter will be voted on 
without discussion unless a member of the 
Board requests that the item be moved to the 
discussion agenda. 


1. Proposed authorization for another 3 
years of the Statement of Purpose of a Stock- 
Secured Extension of Credit (FR U-l). 

Discussion Agenda 

1. Proposed requirement of the New York 
Clearing House Association that all 
participants in Clearing House Interbank 
Payments System transactions with capita) of 
less than $250 million obtain a letter of 
support from their parents. 

2. Any agenda items carried forward from 
a previously announced meeting. 

Note.—This meeting will be recorded for 
the benefit of those unable to attend. 
Cassettes will be available for listening in the 
Board’s Freedom of Information Office, and 
copies may be ordered for $5 per cassette by 
calling (202) 452-3684 or by writing to: 
Freedom of Information Office, Board of 
Governors of the Federal Reserve System, 
Washington, D.C. 20551. 

CONTACT PERSON FOR MORE 
information: Mr. Joseph R. Coyne. 
Assistant to the Board, (202) 452-3204. 

Dated: August 21,1979. 

Griffith L. Garwood, 

Deputy Secretary of the Board. 

IS-1668-79 Filed 8-21-79 4:44 pmj 

BILUNG CODE 6210-01-M 


8 

NATIONAL MEDIATION BOARD. 

time and date: 2 p.m., Wednesday. 
September 5,1979. 

place: Board hearing room, eighth floor, 
1425 K Street NW., Washington, D.C. 
status: Open. 

MATTERS TO BE CONSIDERED: 

(1) Ratification of Board actions taken by 
notation voting during the month of August. 
1979. 

(2) Other priority matters which may come 
before the Board for which notice will be 
given at the earliest practicable time. 

SUPPLEMENTARY INFORMATION: Copies 
of the monthly report of the Board's 
notation voting actions will be available 
from the Executive Secretary’s Office 
following the meeting. 

CONTACT PERSON FOR MORE 
INFORMATION: Mr. Rowland K. Quinn, 

Jr., Executive Secretary, telephone: (202) 
523-5920. 

Date of Notice: August 21.1979. 

IS-1673-79 Filed 8-22-79: 3:28 pm) 

BILUNG CODE 7550-01-M 


9 

NATIONAL RAILROAD PASSENGER 
CORPORATION. 

Board of Directors Meeting. 

Additional Agenda Item for Meeting. 

In accordance with rule 4d. of 
Appendix A of the Bylaws of the 


National Railroad Passenger 
Corporation, notice is given that the 
following item will be added to the 
agenda for the Board of Directors 
meeting of August 29.1979: 

4. Commitment Approval Requests —79-114 
Establish New Service—Chicago to 
Indianapolis. 

Board members Edwards, Boyd, Head. 
Kling. Langdon, Quinn and Nathan 
determined by recorded vote that the 
business of the Corporation requires the 
change in subject matter by addition of 
the agenda item, and affirmed that no 
earlier announcement of the change was 
possible, and directed the issuance of 
this notice at the earliest practicable 
time. Board members Dunlop. Lamphier, 
Luna, Mills, Neel and Goldschmidt were 
not reached for the vote. 

The revised agenda to be discussed at 
the meeting follows: 

Agenda—National Railroad Passenger 
Corporation—Meeting of the Board of 
Directors—August 29,1979 

(9 a.m.) Closed Session 

1. Internal personnel matters. 

2. Litigation matters. 

(10 a.m.) Open Session 

3. Approval of minutes of regular meeting 
of July 25.1979. 

4. Commitment approval requests: 

79-106 PCB handling/storage facilities— 

Wilmington, Del. 

79-112 Construct new station—Borie. Wyo. 
79-113 Modify station trackage—Temple. 
Tex. 

79-114 Establish new service—Chicago to 
Indianapolis. 

5. Superliner inaugural/board trip. 

6. Board committee reports: 

Audit. 

Finance. 

Northeast corridor improvement project. 
Organization and compensation. 

Legal affairs. 

Ad hoc bylaws revision. 

7. Approval of preparation for October 1 
route system. 

8. President’s report. 

9. New business. 

10. Adjournment. 

Inquiries regarding the agenda for the 
August 29,1979 Board meeting should be 
directed to the Corporate Secretary at 
(202) 383-3973. 

Elyse G. Wander, 

Corporate Secretary. 

August 22.1979. 

(S-1674-79 Filed 8-22-79. 3:45 pm] 
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DEPARTMENT OF LABOR 

Employment Standards Administration 

Minimum Wages for Federal and 
Federally Assisted Construction; 
General Wage Determination 
Decisions 

General wage determination decisions 
of the Secretary of Labor specify, in 
accordance with applicable law and on 
the basis of information available to the 
Department of Labor from its study of 
local wage conditions and from other 
sources, the basic hourly wage rates and 
fringe benefit payments which are 
determined to be prevailing for the 
described classes of laborers and 
mechanics employed on construction 
projects of the character and in the 
localities specified therein. 

The determinations in these decisions 
of such prevailing rates and fringe 
benefits have been made by authority of 
the Secretary of Labor pursuant to the 
provisions of the Davis-Bacon Act of 
March 3.1931, as amended (46 Stat. 

1494, as amended, 40 U.S.C. 276a) and of 
other Federal statutes referred to in 29 
CFR 1.1 (including the statutes listed at 
36 FR 306 following Secretary of Labor’s 
order No. 24-70) containing provisions 
for the payment of wages which are 
dependent upon determination by the 
Secretary of Labor under the Davis- 
Bacon Act; and pursuant to the 
provisions of part 1 of subtitle A of title 
29 of Code of Federal Regulations. 
Procedure for Predetermination of Wage 
Rates (37 FR 21138) and of Secretary of 
Labor’s Orders 12-71 and 15-71 (36 FR 
8755, 8756). The prevailing rates and 
fringe benefits determined in these 
decisions shall, in accordance with the 
provisions of the foregoing statutes, 
constitute the minimum wages payable 
on Federal and federally assisted 
construction projects to laborers and 
mechanics of the specified classes 
engaged on contract work of the 
character and in the localities described 
therein. 

Good cause is hereby found for not 
utilizing notice and public procedure 
thereon prior to the issuance of these 
determinations as prescribed in 5 U.S.C. 
553 and not providing for delay in 
effective date as prescribed in that 
section, because the necessity to issue 
construction industry wage . 
determination frequently and in large 
volume causes procedures to be 
impractical and contrary to the public 
interest. 

General wage determination decisions 
are effective from their date of 
publication in the Federal Register 
without limitation as to time and are to 


be used in accordance with the 
provisions of 29 CFR Parts 1 and 5. 
Accordingly, the applicable decision 
together with any modifications issued 
subsequent to its publication date shall 
be made a part of every contract for 
performance of the described work 
within the geographic area indicated as 
required by an applicable Federal 
prevailing wage law and 29 CFR, Part 5. 
The wage rates contained therein shall 
be the minimum paid under such 
contract by contractors and 
subcontractors on the work. 

Modifications and Supersedeas 
Decisions to General Wage 
Determination Decisions 

Modifications and supersedeas 
decisions to general wage determination 
decisions are based upon information 
obtained concerning changes in 
prevailing hourly wage rates and fringe 
benefit payments since the decisions 
were issued. 

The determinations of prevailing rates 
and fringe benefits made in the 
modifications and supersedeas 
decisions have been made by authority 
of the Secretary of Labor pursuant to the 
provisions of the Davis-Bacon Act of 
March 3.1931, as amended (46 Stat. 

1494, as amended, 40 U.S.C. 276a) and of 
other Federal statutes referred to in 29 
CFR 1.1 (including the statutes listed at 
36 FR 306 following Secretary of Labor’s 
order No. 224-70) containing provisions 
for the payment of wages which are 
dependent upon determination by the 
Secretary of Labor under the Davis- 
Bacon Act; and pursuant to the 
provisions of Part 1 of Subtitle A of Title 
29 of Code of Federal Regulations, 
Procedure for Predetermination of Wage 
Rates (37 FR 21138) and of Secretary of 
Labor’s orders 13-71 and 15-71 (36 FR 
8755, 8756). The prevailing rates and 
fringe benefits determined in foregoing 
general wage determination decisions, 
as hereby modified, and/or superseded 
shall, in accordance with the provisions 
of the foregoing statutes, constitute the 
minimum wages payable on Federal and 
federally assisted construction projects 
to laborers and mechanics of the 
specified classes engaged in contract 
work of the character and in the 
localities described therein. 

Modifications and Supersedeas 
Decisions are effective from their date of 
publication in the Federal Register 
without limitation as to time and are to 
be used in accordance with the 
provisions of 29 CFR Parts 1 and 5. 

Any person, organization, or 
governmental agency having an interest 
in the wages determined as prevailing is 
encouraged to submit wage rate 
information for consideration by the 


Department. Further information and 
self-explanatory forms for the purpose 
of submitting this data may be obtained 
by writing to the U.S. Department of 
Labor. Employment Standards 
Administration, Wage and Hour 
Division, Office of Government Contract 
Wage Standards, Division of 
Construction Wage Determinations, 
Washington. D.C. 20210. The cause for 
not utilizing the rulemaking procedures 
prescribed in 5 U.S.C. 553 has been set 
forth in the original General 
Determination Decision. 

New General Wage Determination 
Decisions 

Illinois.— 1L79-2068. 

Modifications to General Wage 
Determination Decisions 

The numbers of the decisions being 
modified and their dates of publication 
in the Federal Register are listed with 
each State. 

Mississippi 

MS79-1077- Apr 27. 1979 

Ohio 

OH79-2043---- May 4. 1979 

OH79-2047 ---- May 11. 1979 

Supersedeas Decisions to General Wage 
Determination Decisions 

The numbers of the decisions being 
superseded and their dates of 
publication in the Federal Register are 
listed with each State. Supersedeas 
Decision numbers are in parentheses 
following the numbers of the decisions 
being superseded. 

Ilknois: 

IL79-2094(IL79-2052)- Oct 20. 1978 

IL78-2117(IL79-2053)- Nov 13. 1978 

IL78-21260L79-2O67). Oct 27. 1978 

Cancellation of General Wage 
Determination Decisions 

This is to advise all interested parties 
that the Department of Labor intends to 
withdraw 30 days from the date of this 
notice the following General Wage 
Determination applicable to Residential 
Construction consisting of single family 
homes and apartments up to and 
including four (4) stories; NJ75-3096— 
Burlington County, New Jersey, dated 
September 19.1975. in 40 FR 43413. 

Signed at Washington. D.C.. this 17th day 
of August 1979. 

Richard Malloy, 

Acting Assistant Administrator. Wage and 
Hour Division. 

BILLING CODE 4510-27-M 
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STATE: Illinois COUNTIES: See Below 

DECISION NUMBER: IL79-2067 DATE: Date of Publication 

Supersedes Decision No. IL78-2126, dated October 27, 1978 in 43 

FR 50314 

DESCRIPTION OF WORK: Building Construction (excluding single family DECISION NO. IL79-2067 
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DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Food and Drug Administration 

[21 CFR Part 880] 

[Docket No. 78N-1267) 

Classification of General Hospital and 
Personal Use Devices; Development of 
General Provisions 

agency: Food and Drug Administration. 
action: Proposed Rule._ 

summary: The agency is proposing 
general rules applicable to the 
classification of all general hospital and 
personal use devices. The Medical 
Device Amendments of 1976 require the 
Food and Drug Administration (FDA) to 
classify all medical devices intended for 
human use into three categories: class I, 
general controls; class II. performance 
standards; and class III, premarket 
approval. In the preamble to this 
proposal. FDA describes the 
development of the proposed regulations 
classifying individual general hospital 
and personal use devices, which are 
being published elsewhere in this issue 
of the Federal Register. The preamble 
also describes the activities of the 
General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee that makes 
recommendations to FDA concerning 
the classification of general hospital and 
personal use devices. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

ADDRESS: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470). Food and Drug 
Administration, Department of Health. 
Education, and Welfare, 8757 Georgia 
Ave.. Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Device Classification System 

The Medical Device Amendments of 
1976 (Pub. L. 94-295), hereinafter called 
the amendments, establish a 
comprehensive system for the regulation 
of medical devices intended for human 
use. Section 513 of the Federal Food, 
Drug, and Cosmetic Act (the act) (21 
U.S.C. 360c), establishes three categories 
(classes) of devices, depending on the 


regulatory controls needed to provide 
reasonable assurance of their safety and 
effectiveness. The three categories are 
as follows: Class I, general controls; 
class II. performance standards; class 
III, premarket approval. 

Most devices are not classified under 
section 513 of the act until after FDA has 
(1) received a recommendation from a 
device classification panel (an FDA 
advisory committee); (2) published the 
Panel’s recommendation for comment, 
along with a proposed regulation 
classifying the device; and (3) published 
a final regulation classifying the device. 
These steps must precede the 
classification of any device that was in 
commercial distribution before may 28, 
1976 (the date of enactment of the 
amendments) and that was not 
previously regarded by FDA as a new 
drug under section 505 of the act (21 
U.S.C. 355). A device that is first offered 
for commercial distribution after May 
28,1976. and that is substantially 
equivalent to a device classified under 
this scheme, is classified in the same 
class as the device to which it is 
substantially equivalent. 

A device that FDA previously 
regarded as a new drug, or a newly 
offered device that is not substantially 
equivalent to a device that was in 
commercial distribution before the 
amendments, is classified by stature 
into class III. These two types of devices 
are classified into class III without any 
FDA rulemaking proceedings. The 
agency determines whether new devices 
are substantially equivalent to 
previously offered devices by means of 
the premarket notification procedure in 
section 510(k) of the act (21 U.S.C. 

360(k)) and Part 807 of the regulations 
(21 CFR Part 807). 

Related Regulations 

In the Federal Register of July 28.1978 
(43 FR 32988), FDA issued final 
regulations describing the procedures 
for classifying devices intended for 
human use. These regulations, which 
were proposed in the Federal Register of 
September 13.1977 (42 FR 46028), 
supplement the agency’s regulations in 
Part 14 (21 CFR Part 14) governing the 
use of advisory committees. The agency 
also issued interim device classification 
procedures in a notice published in the 
Federal Register of May 19,1975 (40 FR 
21848). 

Activities of Panel 

Anticipating enactment of the 
amendments, FDA established several 
advisory committees to make 
preliminary recommendations on device 
classification. The General Hospital and 
Personal Use Device Classification 


Panel (the Panel) was originally 
chartered on October 15,1974. as the 
Panel on Review of General Hospital 
and Personal Use Devices. On January 
26,1976, FDA placed a report of the 
Panel’s tentative classification 
recommendations on file with the office 
of the Hearing Clerk (HFA-305), Food 
and Drug Administration, and 
announced the availability of the report 
to the public by notice published in the 
Federal Register of June 25,1976 (41 FR 
26245). 

On August 9.1976. the Panel and other 
preamendments device classification 
panels were rechartered to reflect their 
new responsibilities under the 
amendments. The agency directed each 
panel to reconsider its preamendments 
classification recommendations in light 
of the new requirements. In 1976 and 
1977, the Panel reviewed all devices that 
FDA had referred to it to make certain 
that its recommendations were in 
accord with the amendments. 

Throughout the Panel’s deliberations, 
interested persons were given an 
opportunity to present their views, data, 
and other information concerning the 
classification of general hospital and 
personal use devices. The Panel also 
invited experts to testify and sought 
information on many devices from the 
published literature. 

In October 1977, the Panel submitted 
to FDA a preliminary report of its 
recommendations. The report included a 
roster of current and former Panel 
members and consultants and listed all 
meeting dates. The agency placed a 
copy of the report in the office of the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, and announced its 
availability to the public by notice 
published in the Federal Register of 
November 29,1977 (42 FR 60792). At 
meetings held on March 2-3,1978, May 
22-25,1978, November 6,1978, and 
January 15.1979, the Panel changed its 
previous recommendations concerning 
the classification of several devices and 
made classification recommendations 
for several devices not previously 
considered by the Panel. An addendum 
to the Panel report showing these 
changes has been placed in the office of 
the Hearing Clerk (HFA-305), Food and 
Drug Administration. Also available in 
the office of the Hearing Clerk are 
summary minutes from all Panel 
meetings, verbatim transcripts of 
meetings held after May 28,1976 (the 
date of enactment of the amendments), 
and all references cited in individual 
general hospital and personal use device 
proposed classification regulations. 
Interested persons may review these 
documents in the office of the Hearing 















Federal Register / Vol. 44, No. 166 / Friday, August 24. 1979 / Proposed Rules 


49845 


Clerk (HFA-3G5), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857, between 9 
a.m. and 4 p.m., Monday through Friday. 

List of Genera) Hospital and Personal 
Use Devices 

In 1972 FDA surveyed device 
manufacturers to identify the devices for 
which classification regulations would 
be needed. Following this survey, FDA 
developed a list of general and 
miscellaneous devices. The Panel 
supplemented the list using its members 1 
knowledge of general and miscellaneous 
devices in use. Devices that were solely 
for experimental or investigational use 
or that were not generally available 
were not included. 

The agency is proposing to establish a 
new part 880 in Title 21 of the Code of 
Federal Regulations. Part 880 will 
consist of sections identifying each 
general hospital and personal use device 
with a brief narrative description and 
stating the classification of that device. 

A list of the general hospital and 
personal use devices appears elsewhere 
in this preamble. 

Individual General Hospital and 
Personal Use Device Classification 
Regulations 

Elsewhere in this issue of the Federal 
Register, FDA is issuing 99 individual 
proposed regulations to classify each 
general hospital and personal use 
device. The agency is proposing to 
classify 54 general hospital and personal 
use devices into class 1 (general 
controls), 42 general hospital and 
personal use devices into class II 
(performance standards), 2 general 
hospital and personal use devices into 
class III (premarket approval), and one 
general hospital use device into class I 
when mechanically operated and into 
class II when AC-powered. The agency 
also is publishing the recommendations 
of the Panel regarding these devices, as 
required by section 513(c)(2) and (d)(1) 
of the act (21 U.S.C. 360c(c)(2) and 
(d)(1)). 

Published Panel Recommendations 

Each published Panel 
recommendation concerning a general 
hospital and personal use device 
includes the information described 
below. 

1. Identification . Both the Panel 
recommendation and the proposed FDA 
classification regulation include a brief 
narrative identification of the generic 
type of device. The identification 
statement is necessarily broad because 
it applies to a category or type of device 
rather than to a specific device. As 
explained in proposed § 880.1, any 


manufacturer of a newly offered device 
who files a premarket notification 
submission under section 510(k) of the 
act and Part 807 of the regulations 
cannot show merely that the device is 
accurately described by the section title 
and identification provisions of a 
classification regulation. Although a 
new device may be described accurately 
by the title and identification in a 
classification regulation, it is 
nevertheless in class HI under section 
513(f) of the act if it is not substantially 
equivalent to a preamendments device 
(or to a postamendments device that has 
already been reclassified from class III 
into class I or class II). It is not practical 
for FDA to publish an identification of 
each type of device that is so detailed as 
to anticipate every product feature that 
may be relevant in determining whether 
a new device is substantially equivalent 
to previous devices classified by the 
regulation. The agency believes that this 
problem was recognized in, and 
addressed by, the premarket notification 
procedures in section 510(k) of the act. 
Accordingly, any manufacturer who 
submits a premarket notification 
submission should state why the 
manufacturer believes the device is 
substantially equivalent to other devices 
in commercial distribution, as required 
by § 807.87 (21 CFR 807.87), and whether 
the device is described in a 
classification regulation. 

2. Recommended classification. Each 
Panel’s recommendation describes 
whether the device is recommended for 
classification into class 1 (general 
controls), class II (performance 
standards), or class III (premarket 
approval). 

For each device recommended for 
classification into class I, the Panel 
considered whether the device should 
be exempt from any requirements under 
certain sections of the act: section 510 
(21 U.S.C. 360, registration), section 519 
(21 U.S.C. 360i, records and reports), and 
section 520(f) (21 U.S.C. 360j(f). good 
manufacturing practice requirements). 
Although the Panel did not recommend 
that any device be granted total general 
exemptions at this time from section 510 
or section 519 of the act, the Panel did 
recommend that the manufacturers of 
several class I devices be exempted 
from premarket notification procedures 
under section 510(k) of the act and part 
807 of the regulations (21 CFR Part 807). 
The Panel also recommended that 
manufacturers of several clas9 I devices, 
be exempted from the good 
manufacturing practice regulation in 
Part 820 (21 CFR Part 820) and thus from 
the records and reports requirements in 
that regulation. The agency’s policy 


concerning these exemption 
recommendations is discussed below in 
the section of this proposal concerning 
“Exemptions for Class 1 Devices.'* 

A Panel recommendation that a 
device be classified into class II 
includes the Panel’s recommended 
priority (“high," “medium,” or “low”) for 
establishing a performance standard for 
the device. Similarly, each Panel 
recommendation that a device be 
classified into class 111 includes the 
Panel’s recommended priority (“high,” 
“medium,” or “low”)for application of 
premarket approval requirements to that 
device. As explained below in the 
section of this notice concerning 
“Priorities for Class II and III Devices," 
FDA is not, however, proposing the 
establishment of agency priorities at this 
time. 

3. Summary of reasons for 
recommendation. The summary of 
reasons for the Panel’s recommendation 
explains why the Panel believes that a 
particular device meets the statutory 
criteria for classification into class I, II, 
or III. 

Except in those instances in which 
FDA’s classification proposal differs 
from the Panel’s recommendation, the 
agency is adopting the Panel’s summary 
of reasons as the agency's statement of 
the reasons for issuing the regulations, 
as required by section 517(f) of the act 
(21 U.S.C. 360g(f)). 

The summary of reasons for a 
recommendation identifies any device 
that is an implant or a life supporting or 
life sustaining device. The summary of 
reasons for any implant or life 
supporting or life sustaining device that 
is not recommended for classification 
into class III also explains why the 
Panel determined that classification of 
the device into class HI is not necessary 
to provide reasonable assurance of its 
safety and effectiveness. The agency 
provides a similar explanation in the 
“Proposed Classification” section of the 
preamble to any proposal to classify an 
implant or a life supporting or life 
sustaining device into a class other than 
class HI. 

4. Summary of data on which the 
recommendation is based. In many 
cases, the Panel based its 
recommendations on the Panel 
members’ personal knowledge of, and 
clinical experience with, the devices 
under review. The Panel particularly 
relied upon clinical experience and 
judgment when considering a simple 
device that had been used extensively 
and was acccepted widely before the 
amendments were enacted. The 
legislative history of the amendments 
makes clar that the term “data" has 
special meaning in section 513(c)(2)(A) 
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of the act, which requires that a Panel 
recommendation summarize the data 
upon which a recommendation is based. 
As used in that section, “data'* refers 
not only to the results of scientific 
experiments, but also to less formal 
evidence, other scientific information, or 
judgments of experts (House Committee 
on Interstate and Foreign Commerc. 
Medical Device Amendments of 1976. 
H.R. Rept. No. 94-853. 94th Congress. 2d 
Session 40 (1976)). The agency has 
determined that clinical experience and 
judgment is valid scientific evidence for 
classifying certain devices. 

In several cases, FDA sought more 
data and information concerning the 
classification of a device than were 
cited by the Panel. References to these 
data and information are found in the 
“Proposed Classification" section of the 
preambles to individual general hospital 
and personal use device regulations. 
FDA is adopting as the agency’s 
statement of the basis for issuing the 
regulation under section 517(f) of the act 
the Panel’s summary of the data on 
which a recommendation to classify a 
device is based, together with any 
additional data and information cited in 
the preamble to the proposed 
classification regulation. 

5. Risks to health. In identifying the 
risks to health presented by general 
hospital and personal use devices, the 
Panel recognized that few devices are 
completely free of risk. The Panel listed 
the risks it considered most significant 
especially those that are unique to the 
individual device. In some cases, FDA 
has identified additional risks to health 
presented by a device. These additional 
risks are set out in the section of the 
preamble concerning the “Proposed 
Classification" of a particular device. 

The Panel’s classification 
recommendation for a number of 
devices that are recommended for 
classification into class 1 identify one or 
more risks to health that are presented 
by these devices. In these cases, the 
Panel believed that these risks to health 
could be addressed adequately by 
labeling, other general controls, or both. 
In most of these cases FDA agrees with 
the Panel’s belief that general controls 
are adequate to control these risks to 
health. 

Because the classification 
recommendations and FDA regulations 
do not identify ail risks to health 
presented by general hospital and 
personal use devices, future regulations 
establishing performance standards 
under section 514 of the act (21 U.S.C. 
360d) or requiring premarket approval 
under section 515(b) of the act (21 U.S.C. 
360e(b)) may identify additional risks to 


health to be addressed by FDA 
requirements. 

Proposed Classification 

Each proposed regulation to classify a 
general hospital and personal use device 
states whether FDA agrees with the 
Panel’s recommendation, describes the 
agency’s proposed classification of the 
device, and proposes a new section in 
part 880 in which the device 
classification will be codified. 

The agency cautions that the final 
classification of a device may differ 
from the proposal. Factors that may 
cause such a change include comments, 
the agency’s reconsideration of existing 
data and information, and the agency’s 
consideration of new data and 
information. 

Priorities for Class II and Class III 
Devices 

For a device that the Panel 
recommends be classified into class II or 
class III, section 513(c)(2)(A) of the act 
requires that the Panel recommendation 
include, to the extent practicable, a 
recommendation for the assignment of a 
priority for application to the device of a 
performance standard or premarket 
approval requirements. In developing its 
advice concerning priorities (“high," 
“medium," or “low") of devices 
recommended for classification into 
class U or class III, the Panel compared 
the device with other general hospital 
and personal use devices, based on 
information available to the Panel 
members concerning the relative 
importance of use of the device and the 
relative risks presented by the device. 
The Panel recommended assignment of 
a “high priority" only to those class II or 
class III devices that the Panel believed 
should receive the agency’s immediate 
attention. 

The agency is not proposing at this 
time to establish priorities for 
development of performance standards 
for class II devices or application of 
premarket approval requirements to 
class III devices. Section 513(d)(3) of the 
act authorizes, but does not require, 
establishment of these priorities. At a 
later date, however, the agency will 
establish priorities for the development 
of standards for class II devices and the 
application of premarket approval 
requirements to class III devices. These 
priorities will be based on the 
classification panels' recommendations, 
available resources, and other relevant 
factors. The agency’s priorities will be 
reflected in the agency's annual budget 
request and other publicly available 
documents and may be published in the 
Federal Register. 


The agency intends to proceed as 
quickly as the statute and classification 
panel resources permit to require 
premarket approval of devices classified 
into class 111. There are two factors 
affecting the length of time necessary 
before FDA requires submission of 
premarket approval applications for any 
particular device that is classified by an 
FDA regulation into class III: the number 
of devices reviewed by a panel and the 
priority of a particular device in relation 
to other class III devices considered by 
classification panel. For example, where 
FDA classifies into class III only a few 
devices within a Panel's specialty area, 
FDA may at the same time also publish 
regulations under section 515(b) of the 
•act requiring premarket approval for 
amny of the class III devices considered 
by the Panel, regardless of whether of a 
high, medium, or low priority. Where 
practical, FDA will publish these section 
515(b) regulations during the grace 
period (at least 30 months) following 
classification during which a device 
classified into class III by FDA 
regulation may lawfully remain on the 
market without a premarket approval 
application. The grace period is 
provided for in section 501(f) of the act 
(21 U.S.C. 351(f)). 

Exemptions for Class I Devices 

Section 513 of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 360c) 
provides that FDA may exempt a device 
recommended for classification into 
class I from a requirement under the 
following sections of the act: section 510 
(21 U.S.C. 360), registration: section 519 
(21 U.S.C. 360i), records and reports; and 
section 520(f) (21 U.S.C. 360j(f)), good 
manufacturing practices. 

Under section 510 of the act. a person 
“engaged in the manufacture, 
preparation, propagation, compounding 
or processing of * * * a device or 
devices" must register with FDA 
(section 510 (b) through (i)), file a list of 
devices (section 510(j)). and notify FDA 
at least 90 days before beginning 
commercial distribution of a device 
(section 510{k)). (See Part 807 (21 CFR 
Part 807).) Section 510(g)(4) authorizes 
the agency to exempt a device from 
section 510 if iffinds that compliance 
with that section is not necessary for the 
protection of the public health. In 
§ 807.85 (21 CFR 807.65). FDA has 
exempted certain classes of persons 
from section 510 of the act. Several 
device classification panels have 
recommended that manufacturers of 
certain class I devices also be exempted 
from all or some of the requirements of 
section 510. The agency has determined 
that protection of the public health 
requires that manufacturers of medical 
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devices, other than those already 
exempt under § 807.65, register and list 
their products with FDA to ensure that 
the agency can identify these 
manufacturers and their products and 
conduct necessary inspections. 

The agency has determined, however, 
for certain devices, that it is not 
necessary for the protection of the 
public health that FDA receive 
premarket notification submissions. 
Thus, the agency has proposed to 
exempt certain devices from Subpart E 
of Part 807 of the regulations, which 
implements section 510(k] of the act. The 
agency does not, at this time, anticipate 
that premarket approval will be required 
for these devices. The agency believes 
that the semiannual updating of device 
listing under section 510(j)(2) will 
provide FDA with adequate notice of 
new products within this generic type of 
device. 

Section 519 of the act authorizes FDA 
to issue regulations requiring device 
manufacturers, importers, and 
distributors to establish and maintain 
such records, make such reports, and 
provide such information as the agency 
may reasonably require to assure that 
devices are not adulterated or 
misbranded and to otherwise assure 
their safety and effectiveness. The 
records and reports requirements in 
several of FDA’s present device 
regulations are authorized, wholly or in 
part, by section 519. The most extensive 
of these requirements are found in the 
device good manufacturing practice 
(GMP) regulation under Part 820 (21 CFR 
Part 820), published in the Federal 
Register of July 21.1978 (43 FR 31508). In 
the future. FDA will publish other 
regulations in accordance with section 
519 of the act. including regulations 
requiring reports to FDA of experience 
with medical devices. Until these 
regulations are issued. FDA believes 
that it cannot properly issue exemptions 
from them. In the future, whenever the 
agency proposes device regulations that 
include records and reports 
requirements, interested persons may 
submit comments requesting that certain 
classes of manufacturers or other 
persons be exempted from the 
requirements, and FDA will issue 
exemptions that are appropriate. 

The only type of exemption from 
records and reports requirements that 
FDA is proposing now, in device 
classification regulations, is an 
exemption of certain manufacturers 
from most requirements of the device 


GMP regulation. As explained below, 
the exemption will not extend to two 
device GMP records requirements. 

The device GMP regulation was 
published in final form in the Federal 
Register of July 21,1978. At the time of 
the Panel’s recommendations, the GMP 
regulation had not yet been 
promulgated, and the agency had not yet 
developed criteria for exempting a class 
I device from GMP requirements. The 
agency has now decided that, if any one 
of the following criteria is met, FDA will 
consider exempting from the GMP 
regulation a class I device that is not 
labeled or otherwise represented as 
sterile. The agency will not, however. 

. exempt a device from § 820.180 (21 CFR 
820.180), with respect to general 
requirements concerning records, or 
§ 820.198 (21 CFR 820.198), with respect 
to complaint Files. The criteria are: 

1. FDA has determined, based on 
adequate information about current 
practices in the manufacture of the 
device and about user experience with 
the device, that application of the GMP 
regulation is unlikely to improve the 
safety and effectiveness of the device. 

2. FDA has determined that all 
possible defects relating to the safety 
and effectiveness of the device are 
readily detectable before use, either 
through visual examination by the user 
or routine testing before use, e.g.. testing 
a clinical laboratory reagent with 
positive and negative controls. 

3. FDA has determined that any defect 
in the device that is not readily 
detectable will not result in a device 
failure that could have an adverse effect 
on the patient or other user. 

FDA has determined that no device 
that is labeled or otherwise represented 
as sterile will be exempted from the 
device GMP regulation. Such a device 
must be subject to the entire GMP 
regulation to ensure that manufacturers 
adequaiely reduce the bioburden 
(number of microorganisms) on the 
device and its components during the 
manufacturing process. This reduction is 
accomplished through adherence to a 
comprehensive quality assurance 
program as is required by the GMP 
regulation, with adequate environmental 
controls, trained personnel, appropriate 
maintenance and calibration of 
sterilization equipment, recordkeeping 
concerning lot sterility, strict packaging 
and labeling controls, and other quality 
assurance measures. 

The agency also has determined that 
no exemption from the device GMP 


regulation will extend to § 820.180, with 
respect to general requirements 
concerning records, or § 820.198. with 
respect to complaint files. The agency 
believes that granting exemptions from 
these sections would not be in the public 
interest, and that compliance with these 
sections is not unduly burdensome for 
device manufacturers. To ensure that 
device manufacturers have adequate 
systems for complaint investigation and 
followup, all such manufacturers are 
required to comply with the complaint 
file requirements of § 820.198. All device 
manufacturers also are required to 
comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint Files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

In general, FDA has not initiated 
proposals to exempt manufacturers of 
class I devices from requirements under 
sections 510, 519, or 520(f) but has acted 
on the basis of exemption 
recommendations of the device 
classiFication panels. Manufacturers and 
other interested persons may submit 
comments on the appropriateness of 
exemptions of manufacturers of class I 
devices that are not the subject of panel 
exemption recommendations. FDA will 
consider granting exemptions from the 
requirement of premarket notification 
and from the GMP regulation (other than 
§§ 820.180 and 820.198) according to the 
policies and criteria discussed above. 
Comments requesting additional 
exemptions should be supported by 
information showing that the exemption 
of manufacturers of a device from the 
premarket notification requirement or 
the GMP regulation (other than 
§§ 820.180 and 820.198), or both, is 
consistent with the policies and criteria 
discussed above. 

List of General Hospital and Personal 
Use Devices 

The following is a list of the general 
hospital and personal use devices that 
FDA is proposing to classify, the section 
in the Code of Federal Regulations 
under which the regulation classifying 
the device will be codified, the docket 
number of the proposed classification 
regulation, and the proposed 
classification of each device. 
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Section 


Devioe 


Docket No. Oass 


Subpart C— General Hospital and Personal Use Monitoring Devices 


8802200... 
860 2400 

.__ Liquid crystal forehead temperature strip.-. .... 

Bed-patient monitor ..... 

880.2420 

.. Electronic monitor for gravity flow infusion system- 

ftftP 

.. Neonatal ventilatory effort monitor (apnea detector)_........... 

880 2460 

... AC powered spirts! fluid presore monitor... 

880.2500. 


880 2700 

.. Sland-on patient scale... .. 

880.2720 . „ 

. Patient scale .„.. 

880.2740. 

.. Surgical sponge scale....... 

880.2800 


880 2900 

Clinical color change thermometer.. 

8802910 - 

__.._Ckmcai eloctronic thermometer. 

860.2920 .. 

..... Ckmcai mercury thermometer-—- 


78N-1268 
78N-1260 
78N-1270 
78N-1271 
78N-1272 
78N-1273 
78N-1274 
78N-1275 
78N-1276 
78N-1277 
78N-1279 
78N-1280 
78N-1281 


Sub part F—General Hospital and Personal Use Therapeutic Devices 


880 5025_IV container-78N-1284 

8005045 ___^_RearoiaooQ a* cleaner .-78N-1285 

880 5065__-_Urine collection bag tor infant s . .. .—--78N-1206 

880.5075___ Elastic bandage- 78N-1287 

880.5090_Liquid bandage- 78N-1288 

880.5100__AC~powered ad*utuabto hospital bed- 78N-1280 

880 5110___HydrauSc adjustable hospital bed......- 78N-1290 

880 5120___Manual adjustable hospital bed-78N-1291 

880 5130__—__Infant radiant warmer....78N-1292 

880.5140___Pedialhc hospital bed_ 78N-1293 

880 5150____Nonpowered flotatJon therapy mattress_ 78N-1294 

880 5160_Tberapeufcc medical binder..78N-129S 

880 5180_Bum sheet. 78N-1297 

880 5200__Intravascular catheter_78 N-1298 

880 5210_.....____Intravenous catheter securement device- 78N-1290 

880 5240..... Adhesive tape and bandage_78N-1301 

880 5270.....Neonatal eye pad_78N-1302 

880 5300.......... Medical abosorbent fiber-78N-1303 

8605375_Infant oxygen hood_78N-1305 

880 5400_Neonatal incubator..•_#8N-1306 

880 5410_Neonatal transport incubator__ 78N-1307 

680 5420_Pressure infusor tor l.V. bag__78N-1380 

880 5430___Nonelectricaliy powered fluid injector_ 78N-1308 

800.5440^.___Intravascular administration set- 78N-1309 

880 5450.—..«_ Patient care reverse isolation chamber__.__78N-1310 

880 5475_—_Jet tevage_~_____78M-1311 

880 5500_ AC-powered patient lift__78N-1312 

880 5510_Nonelectrical patient lift.. 78N-1313 

880.5550-Alternating pressure ax notation mattress-78N-1314 

880.5580_ Heated water mattress.—...-.. 78N-131S 

880.5570__ Hypodermic single lumen needle_78N-1316 

880 5630_ Nipple shield__ 78N-1317 

880.5640--—- Lamb feeding mpple--—. 78N-1318 

880 5680_—___ Infant position holder— ..-..7SN-I319 

880 5700...—— Neonaial phototherapy unit____ 7BN-1320 

880 5725-Infusion pump... 78N-1321 

880.5740-Suction snakebite Wt__ 78N-1381 

880 5780-Chemical cold pack snakebite Ml_ 78N-1382 

880 5780—... Medical support stocking...—_ 78N-1322 

8805600....IV set stopcock__ 78N-1323 

B80 5820.,... Scrotal support_78N-1324 

880.5860--,- Piston synnge______78N-1325 

880 5900_— Nasogastnc tube_____78N-1327 

880.5910_—_Fluid delrvery tubing-78N-1328 

880 5950- Umbilical occlusion divtce .. _1_78N-1329 


II 

It 

» 

II 

I 

I. H 

I 

II 
H 
N 
n 


H 

h 

H 




IH 

N 


II 


II 

H 

II 

H 

II 

U 

II 

I 

II 
U 
II 
I 
I 

I 

II 
It 
I 

M 

I 

II 

H 

I 

II 
I 


Subpart G—General hospital and Personal Use Miscellaneous Devices 


880 6025. 

. Absorbent ripped applicator.. 

... 78N-1330 

880 8050 . 

.. Ice bag....._". 

. 78N-1332 

8806060 

. Disposable bedding.. 

.... 78N-1333 

880 6070 . - 

,.. R«l hnnrrl .....,.... 

78N-1334 

8806080 

.. . Cardiopulmonary resuscitation board. _ __ 

_ 78N-1335 

880 6085 _ 

...... HotJcokJ water bottle.... 

. 78N-1336 

880.6100—_ 

. Aerator natwiat. .,... TT .. . ir . 

_ 78N-1338 

880 6140 _ 

. Medical chair and table .. .. 

. 78N-1340 

880 6150... 

... Ultrasonic cleaner tor medical instruments_....__....... 

_ 78N-1341 

880 6175 . 

. Specimen oontamer . 

... 78N-1342 

880 6185-.. 

r .. 0 ... Cast cover.. ... .... _ .....— 

_ 78N-1343 

880 6190 

Mattress cover. 

78N-I344 

880.6200_ 

Ring rxitter. ... 

78N-1345 

8806230... 

. Tongue depressor . 

78N-1346 

880 8250 - 

— .. _ Pabent examination glove. 

78N-1347 


I 

I 

I 

I 

I 

II 
I 

I 

I 

l 

l 

I 

I 
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Section 

Device 

Docket No 

-La—.- 

Omm 


So ©/*apt G—General Hospital and Personal use Miscellaneous Devices —Continued 


_ 


Examination gown... .........-..— 

78W-1348 

1 

8W62w. 

Bao&jeo— 


Mnriirai inftotft .■ _ ... ..-. 

. 7814-1383 

1 


AC-powered ©vaminjiition light ... 

. 7814-1384 

ii 

680.6320. 


Battery-powered examination light ... 

. 78N-135© 

1 

880 OJjv. 


Patient lubricant. ......-- ■ 

. 78H-1351 

1 



,,, i Jqiiiri medication dispenser.. ........................ 

_ 78N-1388 

1 



Skin pressure protector. .. 

. 78t4-1353 

l 

880 6450. 

a aa flCAA 



. 7814-1354 

u 

880.6600.. 


Ultraviolet water purifier.. . 

.. 78N-1355 

ii 

080 6710.. 

nan 


Body waste receptabte .... , r ---.. 

. 78N-1356 

1 

880 to/JO .... 
880 0740. 


. Vacuum powered body Wuxi sucoon apparatus. 

_7814-1357 

tt 



Protectjvo restraint.. —.. 

. 78N-1358 

1 

080.6780— 



.. . 78N-1359 

n 

580 6775.. 

CTO K 


Manual patient transfer device 

. 7814-1360 

i 

cioa £ O AO 


Washer for body waste receptacles... 

... 7814-1361 

i 

ooo CS90 


.. Disposable scissor ...... 

_ 78H-1362 

i 

QQA COCA 


Sterilization wrap .... .. 

. 7814-1363 

ii 

080 ootoU. 

aan 


. Ethylene oxide gas sterilizer. 

7RM-13B4 

u 

qua corn 


Dry host sterilizer_ .-- ---- 

_78W-1365 

u 

aftO fiAAfl 


_ Steam steokzer ...... 

. 78N-1366 

0 



... . Hand-earned stretcher. 

_ .. 78N-1387 

1 

a on cam 


Wheeled stretcher. - 

.. 78N-1368 

II 

oon coon 


Syringe needle introducer.... 

. 78N-1369 

II 

nap ccMn 


Irrigating syringe - ... 

78N-1388 

1 



UqukJ crystal vein locator.r . 

. 7814-1371 

1 

660.6960. 


. Vem stabilizer........- 

. 7614-1372 



Devices Considered by Other Panels 

The FDA has determined that three 
devices that were reviewed by 
classification Panels other than the 
General Hospital and Personal Use 
Device Classification Panel are more 
appropriately published in the part of 
the Code of Federal Regulations for 
General Hospital and Personal Use 
Devices. Therefore, in proposals 
appearing elsewhere in this issue of the 
Federal Register, FDA is publishing the 
recommendations of the Anesthesiology 
Device Classification Panel for AC- 
powered spinal fluid pressure monitors, 
of the Obstetrical and Gynecological 
Device Classification Panel for nipple 
shields, and of the Physical Medicine 
Device Classification Panel for cast 
covers. 

Devices Considered by Two or More 
Panels 

Many devices were reviewed by two 
or more device classification panels. For 
these devices, FDA will publish each 
panel’s recommendations and a single 
proposed classification regulation. The 
following devices were considered by 
the General Hospital and Personal Use 
Device Classification Panel and by other 
panels: 

1. The Anesthesiology Device 
Classification Panel recommends that 
temperature monitors (self-contained) 
be classified into class II. The General 


Hospital and Personal Use Device 
Classification Panel recommends that 
liquid crystal forehead fever indicators 
be classified into class II. The agency 
has determined that these devices are 
the same. Therefore, the agency is 
proposing a single regulation classifying 
liquid crystal forehead temperature 
strips into class II and is publishing both 
Panel recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

2. The Anesthesiology Device 
Classification Panel recommends that 
infusion rate monitors be classified into 
class II. The General Hospital and 
Personal Use Device Classification 
Panel recommends that electronic 
gravity flow infusion line monitors be 
classified into class II. The agency has 
determined that these devices are the 
same. Therefore, the agency is proposing 
a single regulation classifying electronic 
monitors for gravity flow infusion 
systems into class II and is publishing 
both Panel recommendations in a 
proposal appearing elsewhere in this 
issue of the Federal Register. 

3. The Anesthesiology Device 
Classification Panel recommends that 
spinal fluid pressure monitors be 
classified into class 11. The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
spinal pressure manometers be 
classified into class II. The agency has 


determined that these devices are the 
same. Therefore, the agency is proposing 
a single regulation classifying spinal 
fluid pressure manometers into class II 
and is publishing both Panel 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

4. The General Hospital and Personal 
Use Device Classification Panel 
recommends that biological sterilization 
indicators and physical/chemical 
sterilization indicators be classified into 
class II. The agency has determined that 
these devices are the same. Therefore, 
the agency is proposing a single 
regulation classifying sterilization 
indicators into class II and is publishing 
the Panel recommendations in a 
proposal appearing elsewhere in this 
issue of the Federal Register. 

5. The General and Plastic Surgery 
Device Classification Panel recommends 
that liquid crystal thermometers be 
classified into class I. The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
clinical color change thermometers be 
classified into class II. The agency has 
determined that these devices are the 
same. Therefore, the agency is proposing 
a single regulation classifying clinical 
color change thermometers into class II 
and is publishing both Panel 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

6. The Anesthesiology Device 
Classification Panel recommends that 
temperature monitors (with probe) be 
classified into class II. The General and 
Plastic Surgery Device Classification 
Panel recommends that temperature 
monitors be classified into class II. The 
General Hospital and Personal Use 
Device Classification Panel recommends 
that clinical electronic thermometers be 
classified into class II. The agency has 
determined that these devices are the 
same. Therefore, the agency is proposing 
a single regulation classifying clinical 
electronic thermometers into class II and 
is publishing the three Panel 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

7. The General and Plastic Surgery 
Device Classification Panel recommends 
that fluid column thermometers be 
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classified into class I. The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
clinical mercury thermometers be 
classified into class 11. The agency has 
determined that these devices are the 
same. Therefore, the agency is proposing 
a single regulation classifying clinical 
mercury thermometers into class II and 
is publishing both Panel 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

8. The Physical Medicine Device 
Classification Panel recommends that 
manual flotation therapy beds be 
classified into class I. The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
silicone mattresses be classifed into 
class I. The agency has determined that 
these devices are the same. Therefore, 
the agency is proposing a single 
regulation classifying nonpowered 
flotation therapy beds into class 1 and is 
publishing both Panel recommendations 
in a proposal appearing elsewhere in 
this issue of the Federal Register. 

9. The Obstetric and Gynecological 
Device Classification Panel recommends 
that breast binders and OB/GYN 
abdominal binders be classified into 
class I. The General Hospital and 
Personal Use Device Classification 
Panel recommends that abdominal 
binders and perineal binders be 
classified into class I. The agency has 
determined that these devices are the 
same. Therefore, the agency is proposing 
a single regulation classifying 
therapeutic medical binders into class I 
and is publishing both Panel 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

10. The Cardiovascular Device 
Classification Panel recommends that 
long-term vascular catheters be 
classified into class II. The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
intravascular catheters and umbilical 
artery catheters be classified into class 

II. The agency has determined that these 
devices are the same. Therefore, the 
agency is proposing a single regulation 
classifying intravascular catheters into 
class II and is publishing both Panel 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

11. The General and Plastic Surgery 
Device Classification Panel recommends 
that adhesive tapes and bandages be 
classified into class I. The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
adhesive 9trip skin closures be classified 
into class I. The agency has determined 


that these devices are the same. 
Therefore, the agency is proposing a 
single regulation classifying adhesive 
tapes and bandages into class I and is 
publishing both Panel recommendations 
in a proposal appearing elsewhere in 
this issue of the Federal Register. 

12. The Anesthesiology Device 
Classification Panel recommends that 
manual infusion apparatus be classified 
into class II. The General Hospital and 
Personal Use Device Classification 
Panel recommends that l.V. bag pressure 
infusion devices be classified into class 
II. The agency has determined that these 
devices are the same. Therefore, the 
agency is proposing a single regulation 
classifying pressure infusor for l.V. bags 
into class II and is publishing both Panel 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

13. The Anesthesiology Device 
Classification Panel recommends that 
transfusion sets be classified into class 
II. The General Hospital and Personal 
Use Device Classification Panel 
recommends that intravascular 
administration sets be classified into 
class II. The agency has determined that 
these devices are the same. The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
infusion line filters be classified into 
class 1. The agency has determined that 
this device is a component of the 
intravascular administration set. 
Therefore, the agency is proposing a 
single regulation classifying 
intravascular administration sets into 
class II and is publishing both Panel 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

14. The Physical Medicine Device 
Classification Panel recommends that 
alternating pressure mattresses be 
classified into class 11. The General 
Hospital and Personal Use Device . 
Classification Panel recommends that 
alternating pressure air flotation 
mattresses be classified into class I. The 
agency has determined that these 
devices are the same. Therefore, the 
agency is proposing a single regulation 
classifying alternating pressure air 
flotation mattresses into class II and is 
publishing both Panel recommendations 
in a proposal appearing elsewhere in 
this issue of the Federal Register. 

15. The Anesthesiology Device 
Classification Panel recommends that 
powered infusion apparatus except 
radiographic dye injection be classified 
into class II. The Cardiovascular Device 
Classification Panel recommends that 
cardiovascular infusion pumps be 
classified into class II. The General 
Hospital and Personal Use Device 


Classification Panel recommends that 
perfusion units and infusion pumps be 
classified into class II. The agency has 
determined that these devices are the 
same. Therefere, the agency is proposing 
a single regulation classifying infusion 
pumps into class II and is publishing the 
three Panel recommendations in a 
proposal appearing elsewhere in this 
issue of the Federal Register. 

16. The Cardiovascular Device 
Classification Panel recommends that 
medical support stockings be classified 
into class II. The General Hospital and 
Personal Use Device Classification 
Panel recommends that elastic stockings 
be classified into class 1. The agency has 
determined that these devices are the 
same. Therefore, the agency is proposing 
a single regulation classifying medical 
support stockings into class I and is 
publishing both Panel recommendations 
in a proposal appearing elsewhere in 
this issue of the Federal Register. 

17. The Gastroenterological and 
Urological Device Classification Panel 
recommends that scrotal supports be 
classified into class II. The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
scrotal supports be classified into class 

I. The agency has determined that these 
devices are the same. Therefore, the 
agency is proposing a single regulation 
classifying scrotal supports into class I 
and is publishing both Panel 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

18. The Dental Device Classification 
Panel recommends that luer-lock drug 
syringes be classified into class I. The 
Ophthalmic Device Classification Panel 
recommends that ophthalmic syringes 
be classified into class I. The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
piston syringes be classified into class 

II. The agency has determined that these 
devices are the same. Therefore, the 
agency is proposing a single regulation 
classifying piston syringes into class II 
and is publishing the three Panel 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

19. The Anesthesiology Device 
Classification Panel recommends that 
nasogastric tubes be classified into class 
I. The General Hospital and Personal 
UseDevice Classification Panel 
recommends that feeding tubes and 
Levine tubes be classified into class I. 
The agency has determined that these 
devices are the same. Therefore, the 
agency is proposing a single regulation 
classifying nasogastric tubes into class I 
and is publishing both Panel 
recommendations in a proposal 
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appearing elsewhere in this issue of the 
Federal Register. 

20. The Dental Device Classification 
Panel recommends that cotton 
applicators be classified intoxlass 1. The 
General and Plastic Surgery Device 
Classification Panel recommends that 
cotton/dye applicators be classified into 
class L The Gastroenterology and 
Urology Device Classification Panel 
recommends that gastro/urology 
applicators be classified into class I. The 
General Hospital and Personal Use 
Device Classification Panel recommends 
that absorbent-tipped applicators be 
classified into class I. The agency has 
determined that these devices are the 
same. Therefore, the agency is proposing 
a single regulation classifying 
absorbent-tipped applicators into class I 
and is publishing the four Panel 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

21. The General Hospital and Personal 
Use Device Classification Panel 
recommends that manual non wheeled 
chairs, blood donor chairs, examination 
and treatment chairs, and geriatric 
chairs be classified into class I. The 
agency has determined that these 
devices are the same. Therefore, the 
agency is proposing a single regulation 
classifying nonelectric nonwheeled 
chairs and tables into class 1 and is 
publishing the Panel recommendations 
in a proposal appearing elsewhere in 
this issue of the Federal Register. 

22. The Dental Device Classification 
Panel recommends that tongue 
depressors be classified into class I. The 
General and Plastic Surgery Device 
Classification Panel recommends that 
tongue blades be classified into class I. 
The Ear, Nose, and Throat Device 
Classification Panel recommends that 
wooden tongue depressors be classified 
into class 1. The General Hospital and 
Personal Use Device Classification 
Panel recommends that tongue 
depressors be classified into class I. The 
agency has determined that these 
devices are the same. Therefore, the 
agency is proposing a single regulation 
classifying tongue depressors into class 

I and is publishing the four Panel 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

23. The Imysical Medicine Device 
Classification Panel recommends that 
heel protectors be classified into class I. 
The General Hospital and Personal Use 
Device Classification Panel recommends 
that skin pressure protectors be 
classified into class 1. The agency has 
determined that these devices are the 
same. Therefore, the agency is proposing 
a single regulation classifying skin 


pressure protectors into class 1 and is 
publishing both Panel recommendations 
in a proposal appearing elsewhere in 
this issue of the Federal Register. 

24. The Anesthesiology Device 
Classification Panel recommends that 
the connecting flexible aspirating tubes, 
rigid suction tips, and sterile specimen 
traps be classified into class I. The 
Anesthesiology Device Classification 
Panel recommends that suction 
regulators (with gauge), be classified 
into class II. The General Hospital and 
Personal Use Device Classification 
Panel recommends that suction 
catheters and tips, vacuum collection 
bottles, and vacuum regulators, be 
classified into class I. The General and 
Plastic Surgery Device Classification 
Panel recommends that noninvasive 
tubing be classified into class I. The 
agency has determined that these 
devices are components of the wall 
vacuum powered operating room suction 
apparatus, a device that the General and 
Plastic Surgery Device Classification 
Panel recommended be classified into 
class II. Therefore, the agency is 
proposing a single regulation classifying 
vacuum powered body fluid suction 
apparatus into class II and is publishing 
the three Panel recommendations in a 
proposal appearing elsewhere in this 
issue of the Federal Register. 

25. The General and Plastic Surgery 
Device Classification Panel recommends 
that packs, sterilization wrappers, bags 
and accessories be classified into class 
II. The General Hospital and Personal 
Use Device Classification Panel 
recommends that sterilization wraps be 
classified into class II. The agency has 
determined that these devices are the 
same. Therefore, the agency is proposing 
a single regulation classifying 
sterilization wraps into class 11 and is 
publishing both Panel recommendations 
in a proposal appearing elsewhere in 
this issue of the Federal Register. 

26. The Dental Device Classification 
Panel recommends that ethylene oxide 
gas sterilizers be classified into class II. 
The General and Plastic Surgery Device 
Classification Panel recommends that 
ethylene oxide sterilizers be classified 
into class II. The General Hospital and 
Personal Use Device Classification 
Panel recommends that gas sterilizers be 
classified into class 11. The agency ha9 
determined that these devices are the 
same. Therefore, the agency is proposing 
a single regulation classifying ethylene 
oxide gas sterilizers into class 11 and is 
publishing the three Panel 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

27. The Dental Device Classification 
Panel recommends that autoclaves be 


classified into class II. The General and 
Plastic Surgery Device Classification 
Panel recommends that autoclave 
sterilizers be classified into class II. The 
General Hospital and Personal Use 
Device Classification Panel recommends 
that steam sterilizere be classified into 
class II. The agency has determined that 
these devices are the same. Therefore, 
the agency is proposing a single 
regulation classifying steam sterilizers 
into class II and is publishing the three 
Panel recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

28. The General and Plastic Surgery 
Device Classification Panel recommends 
that stretchers be classified into class I. 
The General Hospital and Personal Use 
Device Classification Panel recommends 
that hand-carried stretchers be 
classified into class I. The agency has 
determined that these devices are the 
same. Therefore, the agency is proposing 
a single regulation classifying hand- 
carried stretchers into class I and is 
publishing both Panel recommendations 
in a proposal appearing elsewhere in 
this issue of the Federal Register. 

29. The Physical Medicine Device 
Classification Panel recommends that 
mechanical wheeled stretchers be 
classified into class 1. The 
Anesthesiology Device Classification 
Panel recommends that patient carts be 
classified into class II. The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
wheeled stretchers be classified into 
class II. The agency has determined that 
these devices are the same. Therefore, 
the agency is proposing a single 
regulation classifying wheeled 
stretchers into class II and is publishing 
the three Panel recommendations in a 
proposal appearing elsewhere in this 
issue of the Federal Register. 

30. The General Hospital and Personal 
Use Device Classification Panel and 
other Panels listed below made 
classification recommendations 
concerning the following devices: 


Device Other panel 


Nasal cannula.... Anesthesiology, 

Neonatal verrWator respirator —_Anesthesiology 

Manual pulmonary resuacitator_ Anesthesiology. 

Neonatal invasive oxygen analyzer.. Anesthesiology. 

Oxygen mask....___.. Anesthesiology. 

Ventun oxygen mask_Anesthesiology. 

Mechanical oxygen regulator..-_ Anesthesiology. 

Pediatric aerosol . Anesthesiology 

Inflation cuff—__—- Cardovascutar 

Aneroid blood pressure manometer Cardiovascular 
Mercury blood pressure manometer Cardiovascular 

Manual cufl inflating air pump_ Cardiovascular. 

DC-powered stethoscope.....-- Cardiovascular. 

Mechanical stethoscope_Cardiovascular. 

Invasive neonatal blood pressure Cardiovascular, 

monitor. 

Ultrasonic/doppier neonatal blood Cartfovascutar. 

pressure monitor. 

Neonatal heart rate monitor_Cardiovascular 
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Dev** Other panel 


Manual external cardiac Cardiovascular 

compressor 

Powered external cardiac Cardiovascular 

compressor 

Blood lancet__ General and Plastic 

Surgery 

Laminar airflow unit™__General and Plastic 

Surgery. 

AC-powered operating room table ... General and Plastic 
Surgery 

Surgical isolation unit_General and Plastic 

Surgery. 

Operating room lamp... General and Plastic 

Surgery 

Manual operating room table..General and Plastic 

Surgery 

Surgical glove_General and Plastic 

Surgery. 

Dressing__General and Plastic 

Surgery 

Operating room gown..General and Plastic 

Surgery 

Kelly pad__ General and Plastic 

Surgery 

Ostomy drainage bag. with Gastroenterology and 

adhesive Urology 

Prophylactic (condom)___ Obstetrical and 

Gynecology 

Wheeled genatnc chair___ Physical Medicine 

Silicone chan cusNon„.. Physical Medicine 

Chemical cold pack_ Physical Medicine 

Chemical hoi peck_ Physical Medicine 

Electric heating pad- Physical Medicine 

Heat lamp-- Physical Medicine 

AC-powered flotation bed- Physical Medicine 


At this time, FDA is not publishing the 
General Hospital and Personal Use 
Device Classification Panel’s 
recommendations to classify the devices 
listed above. Those devices reviewed by 
the Cardiovascular Device 
Classification Panel were proposed for 
classification in the Federal Register of 
March 9.1979 (44 FR 13284). With 
respect to the prophylactic (condom), 
FDA published the recommendations of 
this Panel and of the Obstetrical and 
Gynecological Device Classification 
Panel in the Federal Register of April 3, 
1979 (44 FR 19894). 

The Physical Medicine Device 
Classification Panel recommended that 
electric heating pads be classified as 
powered heating pads and proposed 
that the device be classified into class II. 
The Physical Medicine Device 
Classification Panel recommendation 
and a proposed classification regulation 
for powered heating pads will publish in 
the Federal Register in the near future. 
The agency will publish the other 
recommendations listed above and 
proposed classification regulations 
when it publishes the recommendations 
of the Anesthesiology Device 
Classification Panel. General and Plastic 
Surgery Device Classification Panel, and 
Gastroenterology and Urology Device 
Classification Panel. 

Electrical Safety 

For many of the devices that the Panel 
recommends be classified into class II 
(performance standards), the only 
aspect of the devices that needs to be 
addressed by a performance standard is 


electrical safety, the Panel referred to 
two voluntary electrical safety 
standards that address safety problems 
presented by these devices (Refs. 1 and 
2 ). 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305) (address above) and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m., Monday through Friday. 

1. Association for the Advancement of 
Medical Instrumentation. “American 
National Standard: Safe Current Limits for 
Electromedical Apparatus," ANSI/AAMI SCL 
12/78. Association for the Advancement of 
Medical Instrumentation, Arlington. VA, 

1978. 

2. Underwriters Laboratory, “UL 544: 
Standard for Medical and Dental Equipment," 
Underwriters Laboratory, Northbrook, IL, 
1972. 

Environmental Impact 

The FDA has carefully considered the 
environmental effects of proposed 
§ 880.1 and of the proposed general 
hospital and personal use device 
classification regulations, and, because 
the proposed actions will not 
significantly affect the quality of the 
human environment, FDA has concluded 
that an environmental impact statement 
is not required. A copy of the 
environmental impact assessment is on 
file with the Hearing Clerk (HFA-305), 
Food and Drug administration (address 
above). 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513 and 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a)), and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes that Chapter I of Title 21 of the 
Code of Federal Regulations be 
amended by adding new Part 880, 
consisting of Subpart A, to read as 
follows: 

PART 880—GENERAL HOSPITAL AND 
PERSONAL USE DEVICES 

Subpart A—General Provisions 

Qdp 

JCL, 

880.1 Scope. 

Authority: Secs. 513 and 701(a), 52 Stat. 

1055. 90 Stat. 540-546 (21 U.S.C. 300c and 
701(a)). 

Subpart A—General Provisions 

§880.1 Scope. 

(a) This part sets forth the 
classification of general hospital and 
personal use devices intended for 
human use. 

(b) The identification of a device in a 
regulation in this part is not a precise 
description of every device that is, or 


will be, subject to the regulation. A 
manufacturer who submits a premarket 
notification submission for a device 
under Part 807 of this chapter cannot 
show merely that the device is 
accurately described by the section title 
and identification provision of a 
regulation in this part, but shall state 
why the device is substantially 
equivalent to other devices, as required 
by § 807.87 of this chapter. 

(c) To avoid duplicative listings, a 
general hospital and personal use device 
that has two or more types of uses (e.g.. 
used both as a diagnostic device and as 
a therapeutic device) is listed in the 
subpart representing one use of the 
device, rather than in two or more 
subparts. 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit one copy. Comments shall be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
the hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

In accordance with Executive Order 
12044, the economic effects of this 
proposal have been carefully analyzed, 
and it has been determined that the 
proposed rulemaking does not involve 
major economic consequences as 
defined by that order. A copy of the 
regulatory analysis assessment 
supporting this determination is on File 
with the Hearing Clerk, Food and Drug 
Administration. 

Dated: August 10,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-26034 Filed 8-23-79; 8;45 tun] 

BILLING CODE 4110-03-M 


121 CFR Part 8801 

(Docket No. 78N-12681 

Medical Devices; Classification of 
Liquid Crystal Forehead Temperature 
Strips 

agency: Food and Drug Administration. 
action: Proposed Rule. _ 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying liquid crystal forehead 
temperature strips into class II 
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(performance standards). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel and the 
recommendation of the Anesthesiology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring. MD 20910, 301-427- 
7555. 

SUPPLEMENTAL INFORMATION! 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
Anesthesiology Device Classification 
Panel, FDA advisory committees, made 
the following recommendations 
regarding the classification of liquid 
crystal forehead temperature strips: 

1. Identification: A liquid crystal forehead 
temperature strip is a device applied to the 
forehead that is used to indicate the presence 
or absence of fever, or to monitor body 
temperature changes. The device displays the 
color changes of heat sensitive liquid crystals 
corresponding to the variation in the surface 
temperature of the skin. The liquid crystals, 
which are cholesteric esters, are sealed in 
plastic. The General Hospital and Personal 
Use Device Classification Panel identified 
this generic type of device as the “forehead 
liquid crystal fever indicator." The 
Anesthesiology Device Classification Panel 
identified this generic type of device as the 
“self-contained temperature monitor." 

2. Recommended classification: Class 11 
(performance standards). 

The General Hospital and Personal Use 
Device Classification Panel recommends that 
establishing a performance standard for this 
device be a high priority. The Anesthesiology 
Device Classification Panel recommends that 


establishing a performance standard for this 
device be a low priority. 

3. Summary of reasons for 
recommendation: The General Hospital and 
Personal Use Device Classification Panel 
recommends that liquid crystal forehead 
temperature strips be classified into class II 
because the Panel believes that performance 
standards are needed to assure that this 
device accurately shows the presence or 
absence of fever. The Panel believes that the 
accuracy of and any limitations of the device 
should be stated in the labeling. 

The Panel recommends that the device 
labeling warn users to confirm body 
temperature by using alternative devices if 
there is any reason to suspect the accuracy of 
the device’s temperature data. The Panel 
believes that general controls would not 
provide sufficient control over these 
characteristics. The Anesthesiology Device 
Classification Panel recommends that the 
device be classified into class II because the 
Panel believes that performance standards 
are needed to assure the accuracy of the 
forehead temperature data generated by the 
device, especially when the device is used for 
the detection of malignant hyperpyrexia 
(rapid rise in body temperature that occurs in 
some patients undergoing general 
anesthesia). 

The Panel also believes that matrials used 
in the device should meet a biocompatibility 
standard. The Panel recommends that the 
labeling of the device state whether the 
device is to be used for quantitative or 
qualitative measurement. The Panel believes 
that general controls would not provide 
sufficient control over these characteristics. 
Both Panels believe that a performance 
standard would provide reasonable 
assurance of the safety and effectiveness of 
the device and that there is sufficient 
information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendaton is based: The 
Anesthesiology Device Classification Panel 
based its recommendation on presentations 
at the January 24,1978 Panel meeting (Ref. 1). 

The General Hospital and Personal Use 
Device Classification Panel had 
recommended that the device be classified 
into class III (premarket approval) at the May 
22-23,1978 Panel meeting because the Panel 
was unaware of any data correlating the 
forehead temperature with the body core 
temperature. The Panel reconsidered its 
recommendation at the November 6.1978 
Panel meeting and recommended that the 
device be classified into class II (performance 
standards). The Panel based its 
recommendation on presentations by guest 
speakers and several manufacturers of the 
device concerning the use of liquid crystal 
technology for forehead temperature 
monitoring. At the Panel meeting, the Panel 
also reviewed several articles in the 
literature. The information in the articles 
indicates that forehead temperature changes 
correspond to body core temperature changes 
(Refs. 2 through 4). 

5. Risks to health: (a) Misdiagnosis and 
inappropriate therapy: If the device is 
inaccurate, misdiagnosis of fever or lack of 
fever, or misdiagnosis of malignant 


hyperpyrexia, may occur and subsequent 
inappropriate therapy may result, (b) Skin or 
eye irritation: The chemicals in the device 
may cause skin or eye irritation in the 
patient. 

Proposed Classification 

The agency agrees with the 
recommendation of both Panels and is 
proposing that liquid crystal forehead 
temperature strips be classified into 
class II (performance standards). 
However, FDA is concerned that the 
room environment and the physical 
condition of the patient can affect the 
patient’s forehead temperature and thus 
the effectiveness of the device. The 
clinical trials for one of these devices 
shows that the forehead temperature is 
significantly lower than the body core 
temperature (Ref. 3). These trials also 
show that the temperature difference 
varies from patient to patient and the 
average temperature difference is from 
3° to 8° F. Because the normal forehead 
temperature varies from patient to 
patient and because the forehead 
temperature can be affected by external 
factors, FDA is concerned about 
possible false negative data (where the 
patient has a fever but the device 
indicates that the patient’s temperature 
is normal) generated by the device. FDA 
is also concerned about whether 
adequate labeling can be written for use 
of the device by the lay public. The 
agency is not at this time requiring any 
mandatory labeling for the device: it will 
consider the appropriateness of such 
labeling when additional information is 
obtained. The agency believes that the 
concerns expressed above can 
adequately be controlled through a 
performance standard and appropriate 
labeling. The agency believes that a 
performance standard is necessary for 
this device because general contols 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance.of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient* 
information to establish a performance 
standard for this device. 

FDA has reviewed the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel for “forehead liquid crystal fever 
indicators" and the recommendation of 
the Anesthesiology Device 
Classification Panel for "self-contained 
temperature monitors," and has 
concluded that this generic device 
should be named "liquid crystal 
forehead temperature strip" and be 
published in the part of the Code of 
Federal Regulations for general hospital 
and personal use devices. 
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References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above} and may be seen by 
interested persons, from 9 a.m. to 4 p.m„ 
Monday through Friday. 

1. ‘’Minutes of the Anesthesiology Device 
Classification Panel Meeting," Washington. 
DC, January 24.1978. 

2. "Minutes of the General Hospital and 
Personal Use Device Classification Panel 
Meeting." Washington. DC. November 6. 

1978. 

3. Solis, A. M., "Summary: Clinical Trial 
Results,’* Temperature Monitoring Devices, 
Research and Development Department. Jelco 
Laboratories, January 1977. 

4. Lees. D. E., "Evaluation of Liquid Crystal 
Thermometry as a Screening Device for 
Elevations of Core Body Temperature,” 
International Research Society Meeting. San 
Francisco. March 1978. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 by adding 
new Subpart C and § 880.2200. to read 
as follows: 

Subpart C—General Hospital and 
Personal Use Monitoring Devices 

§ 880.2200 Liquid crystal forehead 
temperature strip. 

(a) Identification . A liquid crystal 
forehead temperature strip is a device 
applied to the forehead that is used to 
indicate the presence or absence of 
fever, or to monitor body temperature 
changes. The device displays the color 
changes of heat sensitive liquid crystals 
corresponding to the variation in the 
surface temperature of the skin. The 
liquid crystals, which are cholesteric 
esters, are sealed in plastic. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23. 1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane. Rockville. MD 20857. written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m., Monday through 
Friday. 


Dated: August 9,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc. 79-26035 Plkd 8-23-79; 8:45 oral 
BILLING CODE 4110-03-4* 


(21 CFR Part 8801 

(Docket No. 78N-12691 

Medical Devices; Classification of Bed- 
Patient Monitors 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying bed-patient monitors into 
class I (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT! 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare. 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of bed-patient monitors: 

1. Identification: A bed-patient monitor is a 
battery-powered device placed under a 
mattress and used to indicate by an alarm or 
other signal when a patient attempts to leave 
the bed. 


2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
bed-patient monitors be classified into class 1 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel believes that the 
requirements of the good manufacturing 
practice regulation under section 520(f) of the 
Federal Pood, Drug, and Cosmetic Act (21 
U.S.C. 360j(f)) and the misbranding provisions 
under section 502 of the act (21 U.S.C 352) 
are sufficient to assure the reliability of the 
alarm and thus reduce the risk of patient 
injury. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation upon the Panel members' 
personal knowledge of. and clinical 
experience with, the device. The Panel had 
recommended at the March 2r-3. 1978 Panel 
meeting that the device be classified Into 
class II (performance standards) because the 
Panel believed that performance standards 
are needed to assure the reliability of the 
alarm. The Panel changed its 
recommendation at the November 6,1978 
Panel meeting and recommended that the 
device be classified into class I (genera) 
controls) with no exemptions because the 
agency informed the Panel that genera] 
controls, specifically the good manufacturing 
practice (GMP) regulation under section 
520(f) of the act (21 U.S.C. 360j(f)) and 
misbranding provisions under section 502 of 
the act (21 U.S.C. 352), were sufficient to 
assure the reliability of the alarm. 

5. Risks to health: Patient injury: Failure of 
the alarm system to alert attendant personnel 
that the patient is attempting to leave the bed 
could allow the patient to be in a hazardous 
situation and suffer an injury. 

Proposed Classification 

FDA agrees with the Pane) 
recommendation and is proposing that 
bed-patient monitors be classified into 
class I (general controls) with ro 
exemptions. The agency believes that 
general controls are sufficient to control 
the risks to health. The agency believes 
that the requirements of the good 
manufacturing practice regulation under 
section 520(f) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 360j(f)) and 
the misbranding provisions under 
section 502 of the act (21 U.S.C. 352) are 
sufficient to assure the reliability of the 
alarm. The good manufacturing 
provision regulation was published in 
the Federal Register of July 21,1978 (43 
FR 31508). The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
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Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart C 
by adding new § 880.2400, to read as 

follows: 

$ 880.2400 Bed-patient monitor. 

(a) Identification. A bed-patient 
monitor is a battery-powered device 
placed under a mattress and used to 
indicate by an alarm or other signal 
when a patient attempts to leave the 
bed. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk 
document number found in brackets in 
the heading of this document. Received 
comments may be seen in the above 
office between 9 a.m. and 4 p.m., 

Monday through Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc 79-28038 Filed 8-23-79.8.45 am) 

BILLING COD€ 4110-03-M 


121 CFR Part 880] 

[Docket No. 78N-1270] 

Medical Devices; Classification of 
Electronic Monitors for Gravity Flow 
Infusion Systems 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying electronic monitors for 
gravity flow infusion systems into class 
II (performance standards). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel and the 
recommendation of the Anesthesiology 
Device Classification Panel that this 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1978. 


dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
Anesthesiology Device Classification 
Panel, FDA advisory committees, made 
the following recommendation regarding 
the classification of electronic monitors 
for gravity flow infusion systems: 

1. Identification: An electronic monitor for 
gravity flow infusion systems is a device used 
to monitor the amount of fluid being infused 
into a patient. The device consists of an 
electronic transducer and equipment for 
signal amplification, conditioning, and 
display. The General Hospital and Personal 
Use Device Classification Panel identified 
this generic type of device under the name 
“electronic gravity flow infusion line 
monitor." The Anesthesiology Device 
Classification Panel considered this generic 
type of device under the name "infusion rate 
monitor." 

2. Recommended classification: Class II 
(performance standards). The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
establishing a performance standard for this 
device be a medium priority. The 
Anesthesiology Device Classification Panel 
recommends that establishing a performance 
standard for this device be a low priority. 

3. Summary of reasons for 
recommendation; The General Hospital and 
Personal Use Device Classification Panel 
recommends that electronic monitors for 
gravity flow infusion systems be classified 
into class II because the Panel believes that 
the electrical properties of the device must be 
controlled through an electrical safety 
standard. The Panel also believes that 
performance standards are needed for this 
device to assure the accurate monitoring of 
parenterally administered fluids. The Panel 
believes that general controls would not 
provide sufficient control over these 
characteristics. The Anesthesiology Device 
Classification Panel recommends that this 
device be classified into class II because the 
Panel believes that the device must be 


accurate and must not generate incorrect 
data that may lead to inappropriate therapy. 
Performance characteristics including the 
accuracy and any limitations of the device's 
function should be maintained at a generally 
accepted satisfactory level and should be 
made known to the user through labeling. 
Materials used in the fluid pathway of the 
device should meet a generally accepted 
satisfactory level of tissue and/or blood 
compatibility and be of such a nature that 
toxic substances will not be leached out in 
the infused fluids. The Panel believes that 
general controls would not provide sufficient 
control over these characteristics. Both 
Panels believe that a performance standard 
would provide reasonable assurance of the 
safety and effectiveness of the device and 
that there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The General 
Hospital and Personal Use Device 
Classification Panel and the Anesthesiology 
Device Classification Panel based their 
recommendations upon the Panel members' 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: (a) Inappropriate 
therapy: Inaccuracy of the device may result 
in the generation of inaccurate data that may 
lead to inappropriate therapy. Inaccurate 
administration data may allow unsafe levels 
of drugs to be administered, (b) Electrical 
shock: Improper device design and 
construction or device malfunction could 
result in an electrical shock, (c) Toxic 
reaction: If any material in the device leaches 
into the intravenous fluid, a toxic reaction 
may occur. 

Proposed Classification 

FDA agrees with the Panels’ 
recommendations and is proposing that 
electronic monitors for gravity flow 
infusion systems be classified into class 
II (performance standards). The agency 
has reviewed the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel for 
"electronic gravity flow infusion line 
monitors” and the recommendation of 
the Anesthesiology Device 
Classification Panel for "infusion rate 
monitors" and has concluded that it is 
more appropriate for the device to be 
named "electronic monitor for gravity 
flow infusion systems" and to be 
published in the part of the Code of 
Federal Regulations for general hospital 
and personal use devices. The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
this device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a standard for this device. 
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Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C, 300c, 371(a))) and under authority 
delegated to him (21 CFR 5.1). the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart C 
by adding new § 880.2420. to read as 
follows: 

§ 880.2420 Electronic monitor for gravity 
flow Infusion systems. 

(a) Identification. An electronic 
monitor for gravity flow infusion 
systems is a device used to monitor the 
amount of fluid being infused into a 
patient. The device consists of an 
electronic transducer and equipment for 
signal amplification, conditioning, and 
display. 

(b) Classification. Class U 
(performance standards). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk 
document number found in brackets in 
the heading of this document. Received 
comments may be seen in the above 
office between 9 a.m. and 4 p.m., 
Monday through Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc 7R-20037 Piled S-ZS-TO 8:45 ami 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

I Docket No. 78N-1271J 

Medical Devices; Classification of 
Neonatal Ventilatory Effort Monitors 
(Apnea Detectors) 

agency: Food and Drug Administration. 
ACTION: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying neonatal ventilatory effort 
monitors (apnea detectors) into class n 
(performance standards). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 


the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1970. 
DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4b- 
65, 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare. 8757 Georgia 
Ave.. Silver Spring. MD 20910, 301^427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of neonatal ventilatory 
effort monitors (apnea detectors): 

1. Identification: A neonatal ventilatory 
effort monitor (apnea detector) is a device 
that monitors the ventilatory efforts (body 
movements necessary lo move or attempt to 
move air in and out of the lungs) of an infant 
by means of a motion sensitive transducer, a 
change of thoracic impedance, or olher 
suitable means. An abnormal pause in 
breaking efforts (interpreted as apnea) or a 
departure from a set rate of breathing efforts 
may be detected by the device, which then 
activates an alarm. The device may include 
movement transducers, thoracic impedance 
electrodes, and electronic signal 
amplification, conditioning, and display 
equipment. The Panel identified this generic 
type of device under the name “nursery 
apnea/respiration monitor.* 

2. Recommended classification' Class fl 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a high priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
neonatal ventilatory effort monitors (apnea 
detectors) be classified into class II because 
the Panel believes a performance standard is 
necessary for this device to control the 
electrical energy output properties of the 
impedance type of monitor, to assure the 
accurate determination of the respiration 
rate, and to assure that an abnormal change 
in the breathing effort rate is detected and 
not masked by other physiological signs, such 
as those from cardiac activity. The Panel 
believes that general controls would not 


provide sufficient control over these 
characteristics. Although the device is 
potentially hazardous to health if it fails, the 
Panel believes that a performance standard 
would provide reasonable assurance of the 
safely and effectiveness of the device and 
that there is sufficient information to 
establish a standard to provide such 
assurance. The Panel recommends that the 
device have an indicator or an alarm that will 
notify the user if the sensor becomes 
dislodged. The Panel also recommends that 
the number of false alarms associated with 
the use of this device be minimized by a 
suitable design. The Panel recommends that 
the labeling contain specific information for 
the use of this device with infants and a 
warning of the limitations of this device. The 
Panel recommends that other monitors, such 
as cardiac monitors, be used in conjunction 
with this advice. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members* 
personal knowledge of. and clinical 
experience with, the device. The Panel also 
reviewed the final report of the Emergency 
Care Research Institute concerning the 
hazards associated with this device (Ref 1). 

5. Risks to health: (a) Infant death: Poor 
device design, construction, or device 
malfunction may lead to the failure of the 
device to detect an abnormal pause in 
ventilatory efforts (apnea), which could result 
in infant death, (b) Electrical shock: Improper 
device design and construction or device 
malfunction could result in un electrical 
shock, (c) Inappropriate therapy: 
Inappropriate therapy may Tesult if the 
device is not accurate in determining the 
breathing rate. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
neonatal ventilatory effort monitors 
(apnea detectors) be classified into class 
II (performance standards). The agency 
believes that a performance standard Is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a performance standard for 
this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. "An Investigation to Determine the Risks 
and Hazards Associated With Apnea 
Monitors," Final Report of the Emergency 
Care Research institute, ECR1 416-276, 
Emergency Care Research Institute, Plymouth 
Meeting, PA. July 197a 
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Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-540 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart C 
by adding new § 880.2440, to read as 
follows: 

§ 880.2440 Neonatal ventilatory effort 
monitor (apnea detector). 

(a) Identification. A neonatal 
ventilatory effort monitor (apnea 
detector) is a device that monitors the 
ventilatory efforts (body movements 
necessary to move or attempt to move 
air in and out of the lungs) of an infant 
by means of a motion sensitive 
transducer, a change of thoracic 
impedance, or other suitable means. An 
abnormal pause in breathing efforts 
(interpreted as apnea) or a departure 
from a set rate of breathing efforts may 
be detected by the device, which then 
activates an alarm. The device may 
include movement transducers, thoracic 
impedance electrodes, and electronic 
signal amplification, conditioning, and 
display equipment. 

(b) Classification. C lass II 
(performance standards). 

Interested persons may, on or before 
October 23.1979, submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m., Monday through 
Friday. 

Dated: August 15.1979. 

William F. Randolph 

Acting Associate Commissioner for 
Regulatory A ffairs. 

(PR Ooc 79-26038 Filed 8-23-79; 8:45 «mj 

BILLING CODE 4110-03-M 


121 CFR Part 880] 

[Docket No. 78N-1272] 

Medical Devices; Classification of AC- 
Powered Spinal Fluid Pressure 
Monitors 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying AC-powered spinal fluid 


pressure monitors into class II 
(performance standards). FDA is also 
publishing the recommendation of the 
Anesthesiology Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Anesthesiology Device 
Classification Panel, an FDA advisory 
committee, made the following 
recommendation regarding the 
classification of AC-powered spinal 
fluid pressure monitors: 

1. Identification: An AC-powered spinal 
fluid pressure monitor is an electrically 
powered device used to measure the spinal 
fluid pressure by use of a transducer, which 
converts the spinal fluid pressure into an 
electrical signal. The device includes signal 
amplification, conditioning and display 
equipment. 

2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a high priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
AC-powered spinal fluid pressure monitors 
be classified into class II because the Panel 
believes that the electrical properties of the 
device must be controlled through an 
electrical safety standard. The Panel believes 
that a performance standard is needed to 
ensure that the materials used in the 
transducer are biocompatible. The Panel 
believes that the transducer must be 
sterilizable to reduce the risk of infection. 

The Panel also believes that a performance 


standard must ensure that the device is 
accurate to prevent generation of erroneous 
data which might lead to inappropriate 
therapy. The Panel believes that general 
controls would not provide sufficient control 
• over these characteristics. The Panel believes 
that a performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a standard 
to provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: (a) Electrical shock: 
Improper device design and construction or 
device malfunction could result in an 
electrical shock, (b) Infection: If the device is 
unable to be sterilized because of poor design 
or inappropriate materials, it may introduce 
microorganisms that could cause infection in 
the patient, (c) Inappropriate therapy: 
Inaccuracy of the device may result in the 
generation of incorrect data that may lead to 
inappropriate therapy, (d) Adverse tissue 
reaction: Certain materials in the device may 
not be compatible with living tissue or body 
fluids and could cause an adverse tissue 
reaction. 

Proposed Classification 

FDA agrees with the recommendation 
of the Anesthesiology Device 
Classification Panel and is proposing 
that AC-powered spinal fluid pressure 
monitors be classified into class II 
(performance standards). The agency 
has concluded that this device should be 
published in the part of the Code of 
Federal Regulations for general hospital 
and personal use devices. The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
this device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a standard for this device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-540 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart C 
by adding new § 880.2460, to read as 
follows: 

§ 880.2460 AC-powered spinal fluid 
pressure monitor. 

(a) Identification. An AC-powered 
spinal fluid pressure monitor is an 
electrically powered device used to 
measure the spinal fluid pressure by the 
use of a transducer, which converts 
spinal fluid pressure into an electrical 
signal. The device includes signal 
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amplification, conditioning, and display 
equipment. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m., Monday through 
Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs . 

|KR Doc. 79-28039 Fifed 8-23-79; 8:45 am] 

BILLING COOE 4110-43-41 


121 CFR Part 880J 

[Docket No. 76N-1273] 

Medical Devices; Classification of 
Spinal Fluid Pressure Manometers 

agency; Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying spinal fluid pressure 
manometers into class II (performance 
standards). FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel and the recommendation of the 
Anesthesiology Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 day9 after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 


FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave.. Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTAL INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
Anesthesiology Device Classification 
Panel, FDA advisory committees, made 
the following recommendations 
regarding the classification of spinal 
fluid pressure manometers: 

1. Identification: A spinal fluid manometer 
is a device used to measure the spinal fluid 
pressure. The device uses a hollow needle, 
which is inserted into the spinal column fluid 
space, to connect the spinal fluid to a 
graduated column so that the pressure can be 
measured by reading the height of the fluid. 
The General Hospital and Personal Use 
Device Classification Panel identified this 
generic type of device as “spinal pressure 
manometer/’ The Anesthesiology Device 
Classification Panel identified this generic 
type of device as “spinal fluid pressure 
monitor." 

2. Recommended classification: Class U 
(performance standards). The General 
Hospital and Personal Use Device 
Classification Panel and the Anesthesiology 
Device Classifioetion Panel recommend that 
establishing a performance standard for this 
device be a low priority. 

3. Summary of reasons for 
recommendation: The General Hospital and 
Personal Use Device Classification Panel and 
the Anesthesiology Device Classification 
Panel recommend that spinal fluid pressure 
manometers be classified into class II 
because the Panels believe that the accuracy 
of the device must be controlled to assure 
that the device correctly displays the 
patient’8 spinal fluid pressure. The Panels 
also believe that a biocompatibility standard 
is needed for materials used in the device to 
avoid an adverse tissue reaction. The Panels 
believe that the device must be sterilizable to 
reduce the risk of infection. The Panels 
believe that general controls would not 
provide sufficient control over these 
characteristics. The Panels believe that a 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a standard 
to provide such assurance. 

4. Summary of data on which the 
recommendation is based: Both Panels based 
their recommendations on the Panel 
members’ personal knowledge of, and clinical 
experience with, the device. The General 
Hospital and Personal Use Device 
Classification Panel had recommended at the 
February 7-8,1977 Panel meeting that the 


device be classified into class l (general 
controls). The Panel reconsidered Its 
recommendation at the November 6,1978 
Panel meeting and, upon review of the 
Anesthesiology Device Classification Panel 
recommendation, recommended that the 
device be classified into class II (performance 
standards) because the Panel believes that a 
standard is needed to assure the accuracy 
and biocompatibility of the device. 

5. Risks to health: (a) Infection: If the 
device is unable to be sterilized because of 
poor design or inappropriate materials, it may 
introduce microorganisms that could cause 
infection in the patient, (b) Inappropriate 
therapy: Generation of inaccurate spinal fluid 
pressure data may lead to inappropriate 
therapy, (c) Adverse tissue reaction: Certain 
materials in the device may not be 
compatible with living tissue or body fluids 
and could cause an adverse tissue reaction. 

Proposed Classification 

FDA agrees with the recommendation 
of the General Hospital and Personal 
Use Device Classification Panel and the 
recommendation of the Anesthesiology 
Device Classification Panel and is 
proposing that spinal fluid pressure 
manometers be classified into class II 
(performance standards). The agency 
has reviewed the recommendations of 
the General Hospital and Personal Use 
Device Classification Panel for spinal 
pressure manometers and the 
Anesthesiology Device Classification 
Panel for spinal fluid pressure monitors, 
and has concluded that it would be more 
appropriate for the generic device to be 
named “spinal fluid pressure 
manometer” and published in the part of 
the Code of Federal Regulations for 
general hospital and personal use 
devices. The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. The 
agency believes that the accuracy and 
reproductibility of the spinal fluid 
pressure data generated by the device 
must be controlled through a 
performance standard to avoid possible 
inappropriate therapy. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard for 
this device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1). the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart C 
by adding new § 880.2500, to read as 
follows: 
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§ 880.2500 Spinal fluid pressure 
manometer. 

(a) Identification. A spinal fluid 
pressure manometer is a device used to 
measure spinal fluid pressure. The 
device uses a hollow needle, which is 
inserted into the spinal column fluid 
space, to connect the spinal fluid to a 
graduated column so that the pressure 
can be measured by reading the height 
of the fluid. 

(b) Classification. Class I 
(performance standards). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65. 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk 
document number found in brackets in 
the heading of this document. Received 
comments may be seen in the above 
office between 9 a.m. and 4 p.m., 
Monday through Friday. 

Dated: August 9,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs . 

|FR Doc. 79-280*0 Filed 8-23-79:8:45 am) 

BI LUNG CODE 4110-03-M 


121 CFR Part 880) 

I Docket No. 78N-1274] 

Medical Devices; Classification of 
Stand-On Patient Scales 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying stand-on patient scafes into 
class I (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1978. 

dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 


address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification Df stand-on patient scales: 

1. Identification: A stand-on patient scale is 
a device used to weigh a patient who is able 
to stand on the scale platform. The Panel 
identified this generic type of device under 
the name “body weight scale". 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification regulations under section 510(k) 
of the Federal Food. Drug, and Cosmetic Act 
(21 U.S.C. 360(k)) and from the good 
manufacturing practice (GMP) regulation 
under section 520(0 of the act (21 U.S.C. 
36Oj(0). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
stand-on patient scales be classified into 
class I because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The Panel 
recommends that this device be exempt from 
premarket notification regulations under 
section 510(k) of the act because the Panel 
believes that FDA does not need to receive 
premarket notification of a manufacturer’s 
intent to market this simple device. The Panel 
recommends that this device be exempt from 
the GMP regulation under section 520(f) of 
the act because the Panel believes that the 
quality of the device is easily discernible and 
that defects are readily apparent to the user. 
In addition, the Panel recommends that the 
labeling state the accuracy of the device and 
how frequently the device should be 
recalibrated. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
the stand-on patient scale be classified 
into class I (general controls). The 


agency believes that general controls 
are sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

In response to the Panel's 
recommendation that manufacturers of a 
stand-on patient scale be exempt from 
section 510 of the act, FDA is proposing 
that these manufacturers be subject to 
registration and device listing under 
section 510 (a) through (j) of the act, but 
exempt from premarket notification 
under section 510(k) of the act and 
Subpart E of Part 807 of the regulations. 
Under section 510(g)(4) of the act, the 
agency may exempt a manufacturer 
from section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a stand- 
on patient scale, the agency cannot 
make the required finding. To protect 
the public health, the agency needs to be 
able to identify the firms manufacturing 
this device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning a stand-on 
patient scale. The agency does not, at 
this time, anticipate that premarket 
approval will be required for this device. 
The agency believes that the semiannual 
updating of device listing under section 
510(j)(2) will provide FDA with adequate 
notice concerning new products within 
this generic type of device. 

In response to the Panel’s 
recommendation that manufacturers of a 
stand-on patient scale be exempt from 
the device good manufacturing practice 
(GMP) regulation under section 520(f) of 
the act. FDA is proposing that a 
manufacturer of this device be exempt, 
in the manufacture of the device, from 
all requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198). with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a stand-on patient 
scale must still be required to comply 
with the complaint file requirements of 
§ 820.198 to ensure that these 
manufacturers have adequate systems 
for complaint investigation and 
followup. The agency also believes that 
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manufacturers of a stand-on patient 
scale must still be required to comply 
with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and compliants 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart C 
by adding new § 880.2700, to read as 
follows: 

§ 880.2700 Stand-on patient scale. 

(a) Identification. A stand-on patient 
scale is a device used to weigh a patient 
who is able to stand on the scale 
platform. 

(b) Classification . Class 1 (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complain files. 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m., Monday through 
Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FK Doc. 79-28<H1 Piled 8-23-79: M5 am] 

BILLING COOC 4110-03-M 


[21 CFR Part 880] 

(Docket No. 78N-1275] 

Medical Devices; Classification of 
Patient Scales 

agency: Food and Drug Administration. 


action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying mechanical patient scales 
into class I (general controls) and AC- 
powered patient scales into class II 
(performance standards). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that these 
devices be classified into class I. The 
effect of classifying a device into class 1 
is to require that the device meet only 
the general controls applicable to all 
devices. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the devices. These actions are being 
taken under the Medical Device 
Amendments of 1976. 

dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lilian L. Yin, Bureau of Medical Devices 
[HFK-470], Food and Drug 
Administration. Department of Health, 
Education, and Welfare. 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of patient scales: 

1. Identification: A patient scale is a device 
used to measure the weight of a patient who 
cannot stand on a scale, this generic device 
includes devices placed under a bed or chair 
to weigh both the support and the patient, 
devices where the patient is lifted by a sling 
from a bed to be weighed, and devices where 
the patient is placed on the scale platform to 
be weighed. The device may operate 
mechanically or il may be AC-powered and 
may include transducers, electronic signal 
amplification, conditioning and display 
equipment. 


2. Recommended classification; Class I 
(general controls). The Panel recommends 
that there be no exemptions for these 
devices. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
patient scales be classified into class 1 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the devices. The Panel also recommends that 
the labeling of the devices state the accuracy 
of the devices, and how frequently the 
devices should be recalibrated. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation upon the Panel members’ 
personal knowledge of, and clinical 
experience with, the devices. 

5. Risks to health: (a) Patient injury: If the 
sling or lifting mechanism is defecitve, the 
patient could be dropped and injured, (b) 
Inappropriate therapy: If the device is 
inaccurate, inappropriate therapy could be 
administered to the patient, (c) Electrical 
shock: If the AC-powered patient scales is 
not designed or constructed properly or if it 
malfunctions, users can receive an electrical 
shock. 

Proposed Classification 

FDA agrees with the Panel 
recommendation as it applies to 
mechanical patient scales and is 
proposing that mechanical patient sclaes 
be classified into class 1 (general 
controls) with no exemptions. FDA 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of mechanical patient 
scales. However, the agency believes 
that a performance standard is 
necessary for AC-powered patient 
scales because the electrical properties 
of the device must be controlled through 
an electrical safety standard. Therefore, 
the agency is proposing that AC- 
powered patient scales be classified into 
class II (performance standards). The 
agency believes that general controls 
alone are insufficient to control the risks 
to health presented by the AC-powered 
device. A performance standard would 
provide reasonable assurance of the 
safety and effectiveness of the AC- 
powered device. The agency also 
believes that there is sufficient 
information to establish a performance 
standard for the AC-powered patient 
scale. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart C 
by adding new § 880.2720, to read as 
follows: 
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§ 880.2720 Patient scale. 

(a) Identification. A patient scale is a 
device used to measure the weight of a 
patient who cannot stand on a scale. 

This generic device includes devices 
placed under a bed or chair to weigh 
both the support and the patient, 
devices where the patient is lifted by a 
sling from a bed to be weighed, and 
devices where the patient is placed on 
the scale platform to be weighed. The 
device may operate mechanically or it 
may be AC-powered and may include 
transducers, electronic signal 
amplification, conditioning and display 
equipment. 

(b) Classification . (1) Class I (general 
controls) for a mechanical patient scale. 

(2) Class 0 (performance standards) 
for an AC-powered patient scale. 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65. 5600 Fishers 
Lane. Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a m. and 4 p.m., Monday through 
Friday. 

Dated: August 9,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Af fairs. 

|FR Uoc. 79- 26042 Piled 8-23-7% 845 «mj 
Billing COOE 4ite-Q3~M 


121 CFR Part 880] 

(Docket No. 78N-1276] 

Medical Devices; Classification of 
Surgical Sponge Scales 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying surgical sponge scales into 
class I (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 


actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 
65. 5600 Fishers Lane. Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., SUver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of surgical sponge scales: 

1. Identification: A surgical sponge scale is 
a nonelectrically powered device used to 
weigh surgical sponges that have been used 
to absorb blood during surgery so that, by 
comparison with the known dry weight of the 
sponges, an estimate may be made of the 
blood lost by a patient during surgery. The 
Panel identified this generic type of device 
under the name “sponge scale.** 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification regulations under section 510(k) 
of the Federal Food. Drug, and Cosmetic Act 
(21 U.S.C. 360(k)) and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.&C. 360j(f)}. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
surgical sponge scales be classified into class 
I because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Pane! recommends that this 
device be exempt from premarket notification 
under section 510fk) of the act because the 
Panel believes the FDA does not need to 
receive premarket notification of a 
manufacturer's intent to market this simple 
device. The Panel recommends that this 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and that defects are readily 
apparent to the user. The Panel recommends 
that information regarding the accuracy of 
the device be included m the labeling. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation upon the Panel members’ 


personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
surgical sponge scales be classified into 
class 1 (general controls). The agency 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of a 
surgical sponge scale be exempt from 
section 510 of the act. FDA is proposing 
that these manufacturers be subject to 
registration and device listing under 
section 510 (a) through (J) of the act, but 
exempt from premarket notification 
under section 510(k) of the act and 
Subpart E of Part 807 of the regulations. 
Under section 510(g)(4) of the act the 
agency may exempt a manufacturer 
from section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a 
surgical sponge scale, the agency cannot 
make the required finding. To protect 
the public health, the agency needs to be 
able to identify the firms manufacturing 
this device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning a surgical 
sponge scale. The agency does not at 
this time anticipate that premarket 
approval will be required for this device, 
llie agency believes that the semiannual 
updating of device listing under section 
510(j)(2) will provide FDA with adequate 
notice concerning new products within 
this generic type of device. 

In response to the Panel’s 
recommendation that manufacturers of a 
surgical sponge scale be exempt from 
the device good manufacturing practice 
(GMP) regulation under section 520(f) of 
the act, FDA is proposing that a 
manufacturer of this device be exempt, 
in the manufacture of the device, from 
all requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and S 820.198 (21 
CFR 820.198), with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198. is unlikely to improve the 
safety and effectiveness of the device. 
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The agency believes, however, that 
manufacturers of a surgical sponge scale 
must still be required to comply with the 
complaint file requirements of § 820.198 
to ensure that these manufacturers have 
adequate systems for complaint 
investigation and followup. The agency 
also believes that manufacturers of a 
surgical sponge scale must still be 
required to comply with the general 
requirements concerning records in 
§ 820.180 to ensure that FDA has access 
to complaint files, can investigate 
device-related injury reports and 
complaints about product defects, may 
determine whether the manufacturer’s 
corrective actions are adequate, and 
may determine whether the exemption 
from other sections of the GMP 
regulations is still appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1). the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in subpart C 
by adding new § 880.2740, to read as 
follows: 

§ 880.2740 Surgical sponge scale. 

(a) Identification . A surgical sponge 
scale is a nonelectrically powered 
device used to weigh surgical sponges 
that have been used to absorb blood 
during surgery so that, by comparison 
with the known dry weight of the 
sponges, an estimate may be made of 
the blood lost by a patient during 
surgery. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198. with respect to 
complaint files. 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m., Monday through 
Friday. 


Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc 70-28043 Filed B-23-79; &45 am| 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

(Docket No. 78N-1277I 

Medical Devices; Classification of 
Sterilization Indicators 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying sterilization indicators into 
class 11 (performance standards). FDA is 
also publishing the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class 11. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of sterilization indicators: 

1. Identification: A sterilization indicator is 
a device used to show by visible or 
measurable evidence that a treated medical 
product was sufficiently exposed to a 


sterilization agent to allow the user to 
assume that the product is sterile. The Panel 
identified this generic type of device under 
the names “biological sterilization indicator" 
and “physical/chemical sterilization 
indicator”. 

2. Recommended classification: Class U 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a medium priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
sterilization indicators be classified into class 
II because the Panel believes that the 
accuracy and effectiveness of the device 
must be controlled through a standard. The 
Panel believes that general controls would 
not provide sufficient control over this 
characteristic. The Panel believes that a 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a standard 
to provide such assurance. The Panel also 
recommends that the labeling of the device 
include explicit instructions for use and 
include a description of any performance 
limitations. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation upon the Panel members’ 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: (a) Infection: If the 
sterilization indicator shows that sterility 
was achieved before the product has been 
exposed sufficiently to the sterilization agent 
to ensure sterility, a nonsterile product may 
be used in treating a patient, causing an 
infection, (b) Adverse effect to patient From a 
deteriorated product: If the sterilization 
indicator does not show sterility until the 
treated products have received excessive 
exposure to a sterilization agent, the treated 
products may deteriorate and the resulting 
physical or chemical changes in the product 
may adversely affect the patient. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
sterilization indicators be classified into 
class II (performance standards). The 
agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by this device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard for 
this device. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart C 
by adding new § 880.2800, to read as 
follows: 
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§ 880.2800 Sterilization Indicator. 

(a) Identification. A sterilization 
indicator is a device used to show by 
visible or measurable evidence that a 
treated medical product was sufficiently 
exposed to a sterilization agent to allow 
the user to assume that the product is 
sterile. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23.1979, submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration. Rm. 4-65. 5000 Fishers 
Lane. Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a m. and 4 p.m.. Monday through 
Friday. 

Dated: August 15.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

[FR Doc 79-28044 Filed 8-23-79:8:45 am| 

BILLING COOE 4110-03-41 


[21 CFR Part 8801 

[Docket No. 78N-12791 

Medical Devices; Classification of 
Clinical Color Change Thermometers 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying clinical color change 
thermometers into class II (performance 
standards). FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that this device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
FDA is also publishing the 
recommendation of the General and 
Plastic Surgery Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 


under the Medical Device Amendments 
of 1976. 

OATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane. Rockville. MD 
20857. 

FOR FURTHER IFORMATION CONTACT. 

Lillian L. Yin, Bureau of Medical 
Devices (HFK-470), Food and Drug 
Administration. Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
General and Plastic Surgery Device 
Classificaiton Panel, FDA advisory 
committees, made the following 
recommendations regarding the 
classification of clinical color change 
thermometers: 

1. Identification: A clinical color change 
thermometer is a device used to measure oral 
or rectal body temperature by displaying the 
color changes of heat sensitive liquid 
crystals. It is a disposable device with the 
liquid crystals (cholesteric esters) sealed in 
plastic at the end of a plastic strip. The 
General Hospital and Personal Use Device 
Classification Panel identified this generic 
type of device under the name of “clinical 
color change thermometer.” The General and 
Plastic Surgery Device Classification Panel 
identified this generic type of device as the 
“liquid crystal thermometer.” 

2. Recommended classification: Hie 
General Hospital and Personal Use Device 
Classification Panel recommends that this 
device be clasified into class II [performance 
standards) and that establishing a 
performance standard for this device be a 
medium priority. The Genera! and Plastic 
Surgery Device Classification Panel 
recommends that this device be classified 
into class I (genera) controls) and that this 
device be exempt from records and reports 
requirements under section 519 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 

3601). 

3. Summary of reasons for 
recommendation: The General Hospital and 
Personal Use Device Classification Panel 
recommends that clinical color change 
thermometers be classified into class II 
because the Panel believes that the accuracy 
of the device must be controlled through a 
standard. The Panel believes that general 
controls would not provide sufficient control 
over this characteristic. The Panel believes 


that a performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a standard 
to provide such assurance. The Panel 
recommends that the labeling state the 
accuracy of the device. The accuracy of the 
device may be affected by high humidity, 
heat, or prolonged storage. Therefore, the 
Panel also recommends that the labeling 
state how the device should be stored until 
use. The General and Plastic Surgery Device 
Classification Panel recommends that this 
device be classified into class I because the 
Panel believes that general controls are 
sufficient to provide reasonable assurance of 
the safety and effectiveness of the device. 
This Panel also recommends that the device 
be exempt from records and reports 
requirements under section 519 of the act 
because the Panel believes that FDA does not 
need to receive records and reports for this 
device. 

4. Summary of data on which the 
recommendation is based: Both Panels based 
their recommendations upon the Panel 
members* personal knowledge of. and clincial 
experience with, the device. 

5. Risks to health: The General Hospital 
and Personal Use Device Classification Panel 
identified the following risk to health: (a) 
Misdiagnosis and inappropriate therapy: If 
the device is inaccurate, a potential exists for 
misdiagnosis and subsequent inappropriate 
therapy. The General and Plastic Surgery 
Device Classification Panel identified no 
risks to health. 

Proposed Classification 

FDA agrees with the recommendation 
of the General Hospital and Personal 
Use Device Classification Panel and is 
proposing that the clinical color change 
thermometer be classified into class 11 
(performance standards). The agency 
has reviewed the recommendations of 
the General Hospital and Personal Use 
Device Classification Panel for clinical 
color change thermometers and the 
recommendations of the General and 
Plastic Surgery Device Classification 
Panel for liquid crystal thermometers, 
and has concluded that it is more 
appropriate for the device to be named 
the “clinical color change thermometer’* 
and to be published in the Part of the 
Code of Federal Regulations for general 
hospital and personal use devices. The 
agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risk to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

The agency disagrees with the 
recommendation of the General and 
Plastic Surgery Device Classification 
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Panel that clinical color change 
thermometers be classified into class I 
because performance standards are 
necessary to assure the accuracy of the 
device in its measurement of body 
temperature. Because the agency has 
decided that the clinical color change 
thermometer should be classified in 
class II rather than class I, the agency is 
not required to publish a regulation 
adopting or rejecting the 
recommendation of the General and 
Plastic Surgery Device Classification 
Panel that this device be exempt from 
records and reports requirements under 
section 519 of the act (21 U.S.C. 360i). 
Even if the device were classified into 
class 1, the agency could not exempt 
manufacturers of the device from 
records and reports requirements under 
section 519 of the act because FDA 
believes that the agency cannot properly 
issue exemptions from regulations that 
have not yet been promulgated. When 
the agency proposes device regulations 
that include records and reports 
requirements, interested persons can 
submit comments requesting that certain 
classes of manufacturers be exempted 
from those requirements, and FDA will 
issue any exemptions that are 
appropriate. At this time, FDA is only 
proposing exemptions from records and 
reports requirements in the device good 
manufacturing practice (GMP) 
regulation, published in the Federal 
Register of July 21,1978 (43 FR 31508). 
The agency is not proposing to exempt 
manufacturers of the clinical color 
change thermometer from the records 
and reports requirements in the GMP 
regulation, because compliance with 
these requirements is necessary to 
assure the quality of this device and 
thus its safety, effectiveness, and 
compliance with the adulteration and 
misbrandng provisions of the act. 
Compliance with the GMP regulation, 
including the records and reports 
provisions, will help prevent production 
of clinical color change thermometers 
having defects that could harm users. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart C 
by adding new § 880.2900. to read as 
follows: 

§ 880.2900 Clinical color change 
thermometer. 

(a) Identification . A clinical color 
change thermometer is a device used to 
measure oral or rectal body temperature 
by displaying the color changes of heat 
sensitive liquid crystals. It is a 


disposable device with the liquid 
crystals (cholesteric esters) sealed in 
plastic at the end of a plastic strip. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979. submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857. written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m., Monday through 
Friday. 

Dated: August 15.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

[FR Doc. 79-26045 Filtfd 9-23-79: 8 45 am] 

BILLING CODE 4110-03-M 


121 CFR Part 880] 

(Docket No. 78N-1280] 

Medical Devices; Classification of 
Clinical Electronic Thermometers 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying clinical electronic 
thermometers into class II (performance 
standards). FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel, the Anesthesiology Device 
Classification Panel, and the General 
and Plastic Surgery Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 


65. 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT. 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, the 
Anesthesiology Device Classification 
Panel, and the General and Plastic 
Surgery Device Classification Panel, 
FDA advisory committee, made the 
following recommendations with respect 
to the classification of clinical electronic 
thermometers: 

1. Identification: A clinical electronic 
thermometer is a device used to measure the 
body temperature of a patient by means of a 
transducer coupled with an electronic signal 
amplification, conditioning, and display unit. 
The transducer may be in a detachable probe 
with or without a disposable cover. The 
General Hospital and Personal Use Device 
Classification Panel identified this generic 
type of device under the name ’‘clinical 
electronic thermometer." The Anesthesiology 
Device Classification Panel and the General 
and Plastic Surgery Device Classification 
Panel identified this generic type of device 
under the name "temperature monitor.” 

2. Recommended classification: Class 11 
(performance standards). The Genera) 
Hospital and Personal Use Device 
Classification Panel recommends that 
establishing a performance standard for this 
device be a medium priority. The 
Anesthesiology Device Classification Panel 
and the General and Plastic Surgery Device 
Classification Panel recommend that 
establishing a performance standard for this 
device be a low priority. 

3. Summary of reasons for 
recommendation: The General Hospital and 
Personal Use Device Classification Panel and 
the General and Plastic Surgery Device 
Classification Panel recommend that clinical 
electronic thermometers be classified into 
class II because the Panels believe that the 
accuracy of the device must be controlled 
through a standard. The General Hospital 
and Personal Use Device Classification Panel 
believes that a standard is also needed to 
control the materials used in the probe to 
reduce the risk of puncturing the colon and 
the Panel also recommends that the labeling 
state the accuracy of the device and include 
instructions for proper cleaning. The 
Anesthesiology Device Classification Panel 
recommends that this device be classified 
into class II because the Panel believes that 
the electrical properties of the device must be 
controlled through an electrical safety 
standard to assure that the patient is not 
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shocked or burned by excessive leakage 
current through the probe. This Panel 
believes that a standard is needed to control 
the design and materials of the probe to 
prevent tissue damage due to improper size 
or shape. The Panel also recommends that 
the use of the device be restricted to trained 
personnel under the direction of a physician. 
All three Panels believe that general controls 
would not provide sufficient control over 
these characteristics. The Panels believe that 
a performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a standard 
to provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panels based 
their recommendations upon the Panel 
members’ personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: The General Hospital 
and Personal Use Device Classification Panel 
and the General and Plastic Surgery Device 
Classification Panel identified the following 
risk to health: (a) Misdiagnosis and 
inappropriate therapy: If the device is 
inaccurate, erroneous readings could result 
that may lead to misdiagnosis and 
inappropriate therapy. The General Hospital 
and Personal Use Device Classification Panel 
identified the following additional risks to 
health: (b) Infection: If the disposable covers 
for the probe are not impervious to 
microorganisms and/or are not easy to attach 
and remove, there is a possibility of infection 
in the patient, (c) Puncture of colon: If the 
rectal probe and cover are not made of a soft 
material, puncture of the colon may result 
The Anesthesiology Device Classification 
Panel identified the following risks to health: 
(d) Electrical shock: Improper device design 
and construction or device malfunction could 
result in an electrical shock, (e) Tissue 
damage: Improper size or shape of the probe 
may result in tissue damage. * 

Proposed Classification 

FDA agrees with the Panels’ 
recommendations and is proposing that 
clinical electronic thermometers be 
classified into class II (performance 
standards]. The agency has reviewed 
the recommendation of the 
Anesthesiology Device Classification 
Panel and the recommendation of the 
General and Plastic Surgery Device 
Classification Panel for temperature 
monitors, and the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel for clinical 
electronic thermometers, and has 
concluded that it is more appropriate for 
the device to be named the "clinical 
electronic thermometer” and to be 
published in the part of the Code of 
Federal Regulations for general hospital 
and personal use devices. The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 


would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency believes that there is 
sufficient information to establish a 
standard for this device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart C 
by adding new § 880.2910, to read as 
follows: 

§ 880.2910 Clinical electronic 
thermometer. 

(a) Identification. A clinical electronic 
thermometer is a device used to 
measure the body temperature of a 
patient by means of a transducer 
coupled with an electronic signal 
amplification, conditioning, and display 
unit. The tranducer may be in a 
detachable probe with or without a 
disposable cover. 

(b) Classification. Class 11 
(performance standards). 

Interested persons may, on or before 
October 23.1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m.. Monday through 
Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A/fairs. 

[FR Doc. 79-28046 Filed 6-23-79; 8:45 am) 

BILLING COOE 4110-03-44 


[21 CFR Part 880] 

1 Docket No. 78N-1281) 

Medical Devices; Classification of 
Clinical Mercury Thermometers 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying clinical mercury 
thermometers into class II (performance 
standards). FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 


class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
FDA is also publishing the 
recommendation of the General and 
Plastic Surgery Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments. FDA Will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

DATES: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 day9 after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT. 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
General and Plastic Surgery Device 
Classification Panel, FDA advisory 
committees, made the following 
recommendation with respect to the 
classification of clinical mercury 
thermometers: 

1. Identification: A clinical mercury 
thermometer is a device used to measure 
oral, rectal, or axillary body temperature 
using the thermal expansion of mercury. The 
General and Plastic Surgery Device 
Classification Panel identified this generic 
type of device under the name “fluid column 
thermometer." The General Hospital and 
Personal Use Device Classification Panel 
identified this generic type of device under 
the name "clinical mercury thermometer." 

2. Recommended classification: The 
General Hospital and Personal Use Device 
Classification Panel recommends that this 
device be classified into class II (performance 
standards) and that establishing a 
performance standard for this device be a 
medium priority. The General and Plastic 
Surgery Device Classification Panel 
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recommends that this device be classified 
into class 1 (general controls) and that this 
device be exempt from records and reports 
regulations under section 519 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 

360i). 

3. Summary of reasons for 
recommendation: The General Hospital and 
Personal Use Device Classification Panel 
recommends that the device be classified into 
class II because the Panel believes that the 
accuracy of the device must be controlled 
through a standard to assure the correct 
measurement of the patient's body 
temperature. The Panel believes that general 
controls would not provide sufficient control 
over this characteristic. 

The Panel believes that a performance 
standard would provide reasonable 
assurance of the safety and effectiveness of 
the device and that there is sufficient 
information to establish a standard to 
provide such assurance. The Panel 
recommends that the labeling include a 
warning against ingestion of mercury if the 
thermometer breaks. The Panel also 
recommends that the labeling state the 
accuracy of the device. 

The General and Plastic Surgery Device 
Classification Panel recommends that the 
device be classified into class I because the 
Panel believes that general controls are 
sufficient to provide reasonable assurance of 
the safety and effectiveness of the device. 

The Panel recommends that this device be 
exempt from records and reports regulations 
under section 519 of the act because the 
Panel believes that FDA does not need to 
receive records and reports for this device. 

4. Summary of data on which the 
recommendation is based: Both Panels based 
their recommendations upon the Panel 
members* personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: The General Hospital 
and Personal Use Device Classification Panel 
identified the following risks to health: (a) 
Misdiagnosis and inappropirate therapy, if 
the device is inaccurate, a potential exists for 
misdiagnosis and subsequent inappropriate 
treatment (b) Mercury poisoning: If the 
thermometer breaks and mercury’ is ingested, 
mercury poisoning could result. The General 
and Plastic Surgery Device Classification 
Panel identified no risks to health. 

Proposed Classification 

FDA agrees with the recommendation 
of the General Hospital and Personal 
Use Device Classification Panel and is 
proposing that clinical mercury 
thermometers be classified into class II 
(performance standards). The agency 
has reviewed the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel for clinical 
mercury thermometers and the 
recommendation of the General and 
Plastic Surgery Device Classification 
Panel for fluid column thermometers, 
and has concluded that it is more 
appropriate for the device to be named 
the ‘clinical mercury thermometer" and 
to be published in the part of the Code 


of Federal Regulations for general 
hospital and personal use devices. The 
agency believes that a performance 
standard is necessary for this device 
bepause general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard for 
this device. 

The agency disagrees with the 
recommendation of the General and 
Plastic Surgery Device Classification 
Panel that clinical mercury 
thermometers be classified into class I 
because FDA believes that performance 
standards are necessary to assure the 
accuracy of the device in its 
measurement of body temperature. 

Because the agency has decided that 
clinical mercury thermometers should be 
classified Into class II rather than class 
I. the agency is not required to publish a 
regulation adopting or rejecting the 
recommendation of the General and 
Plastic Surgery Device Classification 
Panel that this device be exempt from 
records and reports requirements under 
section 519 of the act (21 U.S.C. 360i). 
Even if the device were classified into 
class I, the agency coud not exempt 
manufacturers of the device from 
records and reports requirements under 
section 519 of the act because FDA 
believes that the agency cannot properly 
issue exemptions from regulations that 
have not yet been promulgated. When 
the agency proposes device regulations 
that include records and reports 
requirements, interested persons can 
submit comments requesting that certain 
classes of manufacturers be exempted 
from those requirements, and FDA will 
issue any exemptions that are 
appropriate. At this time, FDA is only 
proposing exemptions from records and 
reports requirements in the device good 
manufacturing practice (GMP) 
regulation, published in the Federal 
Register of July 21,1978 (43 FR 31508). 
The agency is not proposing to exempt 
manufacturers of the clinical mercury 
thermometer from the records and 
reports requirements in the GMP 
regulation, because compliance with 
these requirements is necessary to 
assure the quality of this device and 
thus its safety, effectiveness, and 
compliance with the adulteration and 
misbranding provisions of the act 
Compliance with the GMP regulation, 
including the records and reports 
provision, will help prevent production 
of clinical mercury thermometers having 
defects that could harm users. 


Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart C 
by adding new $ 880.2920, to read as 
follows: 

§ 880.2920 Clinical mercury thermometer. 

(a) Identification . A clinical mercury 
thermometer is a device used to 
measure oral, rectal, or axillary body 
temperature using the thermal 
expansion of mercury. 

(b) Classification . Class II 
(performance standards). 

Interested persons may. on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a jn. and 4 p.m., Monday through 
Friday. 

Dated: August 15.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs . 

[FR Doc. 79-28047 Filed 6-23-79; 6:46 am] 

BILLING COOE 4110-03-41 


[21 CFR Part 880] 

I Docket No. 78N-1284J 

Medical Devices; Classification of LV. 
Containers 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying I.V. containers into class 11 
(performance standards). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class U. The 
effect of classifying a device into clas9 II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
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dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

address: Written comments to the 
office of the Hearing Clerk (HF A-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville. MD 

20857. 

for further information contact: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration. Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring. MD 20910, 301^127- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of LV. containers. 

1 Identification: An LV. container is a 
sterile container for a fluid mixture to be 
administered to a patient. The Panel 
identified this generic type of device under 
the name “empty admixture container.” 

2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a high priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
I V. containers be classified into class II 
because the Panel believes that standards are 
needed to assure that the material used in the 
device does not leach toxic substance into 
the liquid mixtures. The Panel believes that 
general controls would not provide sufficient 
control over this characteristic. The Panel 
also recommends that the device be used 
only by. or on the order of. a physician. The 
Panni believes that a standard would provide 
reasonable assurance of the safety and 
effectiveness of the device, and that there is 
sufficient information to establish a standard 
to provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation upon the Panel members* 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: (a) Adverse tissue 
reactions: If the plastic material of the 
container leaches toxic substances into the 
liquid, an adverse tissue reaction could occur 
when the liquid enters the patient, (b) 

Infection: if the device is not sterile, 
pathogenic organisms could cause an 
infection in the patient, (c) Inappropriate 
therapy: If a part of the liquid mixture 
adheres to the walls of the container, the 
patient could receive inappropriate therapy. 


Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
I.V. containers be classified into class II 
(performance standards). The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a standard to provide this 
assurance. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 860 by adding 
Subpart F and new § 880.5025, to read as 
follows: 

Subpart F—General Hospital and 
Personal Use Therapeutic Devices 

§ 880.5025 I.V. container. 

(a) Identification. An I.V. container is 
a container for a fluid mixture to be 
administered to a patient. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HF A-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc. 79-26048 Filed 8-23-79; 8:45 am) 

BILLING CODE 4110-03-M 


[21 CFR Part 880J 
[Docket No. 78N-1285] 

Medical Devices; Classification of 
Recirculating Air Cleaners 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 


public comments a proposed regulation 
classifying recirculating air cleaners into 
class II (performance standards). FDA is 
also publishing the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to ptovide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1978. 
DATES: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers lane. Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare. 8757 Georgia 
Ave., Silver Spring. MD 20910. 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of recirculating air 
cleaners: 

1. Identification: A recirculating air cleaner 
is a device used to remove particles from the 
air by electrostatic precipitation or filtration. 
The Panel identified this generic type of 
device under the name “recirculating room 
air cleaner'*. 

2. Recommended classification: Class 11 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a high priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
recirculating air cleaners be classified into 
class II because the Panel believes that the 
electrical properties of the device must be 
controlled through an electrical safety 
standard to prevent electrical shock and 
unnecessary electrical arcing, which 
produces ozone. The Panel also believes a 
standard is needed to assure that the device 
dissipates heat adequately so that bums are 
avoided. The Panel believes that general 
controls would not provide sufficient control 
over these characteristics. The Panel believes 
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that a standard would provide reasonable 
assurance of the safety and effectiveness of 
the device and that there is sufficient 
information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. Also, the Panel 
considered an article evaluating high 
efficiency particulate air filters, which was 
prepared by the VVilmot Castle Co. under a 
contract with the Jet Propulsion laboratory 
(Ref. 1J. The Article concludes that: (a) Areas 
of particulate penetration may be related to 
increased velocity of particles through holes 
in the filter media or frames; (bl the efficiency 
level of a filter should be tested before each 
use: and (c) high-efficiency particulate air 
filters having an efficiency rating exceeding 
99.99 percent can remove from a gas stream 
all particles of a size greater than 0.5 
micrometers. 

5. Risks to health: (a) Inappropriate 
therapy: Inappropriate therapy may result if 
the device is used for therapeutic purposes 
and does not remove enough particles from 
the air. Ineffective particle removal may 
result from an insufficient electrical charge, 
in the case of the electrostatic type of 
cleaner, or from a dirty filter, in the case of 
the filter type of air cleaner, (bj Burns: If tbe 
device does not dissipate heat adequately, it 
may cause skin burns upon contact, (c) 

Ozone toxicity: If there is electrical arcing in 
the electrostatic air cleaner, the device will 
produce ozone and thus may cause ozone 
toxicity, (d) Electrical shock: Improper device 
design and construction or device 
malfunction can result in electrical shock. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
the recirculating air cleaner be classified 
into class II (performance standards). 
FDA believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. FDA is 
concerned about the effectiveness of the 
device in removing particles from the 
air. The literature reports that the 
devices can be very effective in 
removing particles from the air (Ref. I). 
Therefore, FDA believes a performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

References 

The'following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. irons, A. S., "Microbiological Evaluation 
of High Efficiency Particulate Air (HEPA) 


Filters,” Jet Propulsion Laboratories. Space 
Programs Summary No 37-43, IV: 53-58. 
February 28.1987. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 StaL 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5045, to read as 
follows: 

§ 880.5045 Recirculating air cleaner. 

(a) Identification. A recirculating air 
cleaner is a device used to remove 
particles from the air in a room by 
electrostatic precipitation or filtration. 

(b) Classification . Class II 
(performance standards). 

Interested persons may. on or before 
October 23,1979, submit to the Hearing 
Clerk (1JFA-305). Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number Found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 9,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs, 

(FR Doc. 7V-2MHQ Filed 8-23-7*. *46 am| 

BILLING CODE 41KMS3-M 


(21 CFR Part 880] 

(Docket No. 78N-1286] 

Medical Devices; Classification of 
Urine Collection Bags for Infants 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying urine collection bags for 
infants into class 1 (general controls). 
FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device by classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 


under the Medical Device Amendments 
of 1976. 

DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of urine collection bags for 
infants: 

1. Identification: A urine collection bag for 
an infant is a disposable device attached to 
the infant by an adhesive material and used 
to collect the infant's urine. The Panel 
identified this generic type of device under 
the name "newborn urine collection bag.” 

2. Recommended classification: Class 1 
(general controls). The Panel recommends 
that there be no exemptions. 

3. Summary of reasons for 
recommendation: The Pane! recommends that 
uring collection bags for infants be classified 
into class 1 because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation upon the Panel members 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: Skin irritation: The 
adhesive material used to attach the bag may 
irritate the skin. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
urine collection bags for infants be 
classified into class I (general controls) 
with no exemptions. The FDA is 
concerned that the adhesive material 
used in the bag may irritate the skin. 
However, the FDA believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 
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Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5065, to read as 
follows: 

§ 880.5065 Urine collection bag for an 

infant 

(a) Identification. A urine collection 
bag for an infant is a disposable device 
attached to the infant by an adhesive 
material and used to collect the infant’s 

urine. 

(b) Classification . Class I (general 
controls). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane. Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 9.1979. 

YYiliiam F. Randolph, , 

Acting Associate Commissioner for 
Regulatory Affairs. 

(KR Hoc. 7 *-26050 Filed 8-23-79: 8:45 am] 

BILLING COO£ 4110-03-M 


[21 CFR Part 880] 

[Docket No. 78N-1287] 

Medical Devices; Classification of 
Elastic Bandages 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying elastic bandages into class I 
(general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 


DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane. Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health. 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of elastic bandages: 

1. Identification: An elastic bandage is a 
device consisting of either a long flat strip or 
a tube of elasticized material that is used to 
support and compress a part of a patient's 
body. 

2. Recommended classification: Class I 
(general controls): The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 360(k)). and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
elastic bandages be classified into class I 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel recommends that this 
device be exempt from premarket notification 
under section 510(k) of the act because the 
Panel believes that FDA does riot need to 
receive premarket notification of a 
manufacturer's intent to market this simple 
device. The Panel recommends that this 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and that defects are readily 
apparent to the user. The Panel recommends 
thqt the device be nonirritating and porous 
and that it provide proper support by exerting 
uniform pressure. The Panel recommends that 
the labeling describe the proper usage of the 
device and state whether it is sterilizable. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendations on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: None identified. 


Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
elastic bandages be classified into class 
I (general controls). The agency believes 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of 
an elastic bandage be exempt from 
section 510(k) of the act, FDA is 
proposing that these manufacturers be 
subject to registration and device listing 
under section 510(a) through (j) of the 
act, but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulations (21 CFR Part 807). Under 
section 510(g)(4) of the act. the agency 
may exempt a manufacturer from 
section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of an 
elastic bandage, the agency cannot 
make the required finding. To protect 
the public health, the agency needs to be 
able to identify the firms manufacturing 
this device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning an elastic 
bandage. The agency does not at this 
time anticipate that premarket approval 
will be required for this device. The 
agency believes that the semiannual 
updating of device listing under section 
510(j)(2) will provide FDA with adequate 
notice concerning new products within 
this generic type of device. 

In response to the Panel’s 
recommendation that manufacturers of 
an elastic bandage be exempt from the 
device good manufacturing practice 
(GMP) regulation under section 520(f) of 
the act, FDA is proposing that a 
manufacturer of this device who does 
not label or otherwise represent it as 
sterile be exempt, in the manufacture of 
the device, from all requirements in the 
GMP regulation except § 820.180 (21 
CFR 820.180),'with respect to general 
requirements concerning records, and 
§ 820.198 (21 CFR 820.198). with respect 
to complaint files. Based on available 
information about current practices used 
in the manufacture of the device and 
user experience with the device, the 
agency has determined that application 
of the GMP regulation, other than 
§§ 820.180 and 820.198, is unlikely to 
improve the safety and effectiveness of 
the device. The agency believes, 
however, that manufacturers of an 
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elastic bandage, even when it is not 
labeled or otherwise represented as 
sterile, must still be required to comply 
with the complaint file requirements of 
§ 820.198 to ensure that these 
manufacturers have adequate systems 
for complaint investigation and 
followup. The agency also believes that 
manufacturers of an elastic bandage 
must still be required to comply with the 
general requirements concerning records 
in § 820.180 to ensure that FDA has 
access to complaint files, can investigate 
device-related injury reports and 
complaints about product defects, may 
determine whether the manufacturer’s 
corrective actions are adequate, and 
may determine whether the exemption 
from other sections of the GMP 
regulation is still appropriate. A 
manufacturer of an elastic bandage that 
is labeled or otherwise represented as 
sterile is. in the manufacture of this 
device, subject to the GMP regulation in 
its entirety. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5075, to read as 
follows: 

§ 880.5075 Elastic bandage. 

(a) Identification. An elastic bandage 
is a device consisting of either a long 
flat strip or a tube of elasticized material 
that is used to support and compress a 
part of a patient’s body. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. If 
the device is not labeled or otherwise 
represented as sterile, it also is exempt 
from the good manufacturing practice 
regulation in Part 820 of this chapter, 
with the exception of § 820.180. with 
respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

Interested persons may. on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 


Dated: August 9,1979. 

Wiliam F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc 79-26051 Filed 9-23-7* a-45 am| 
BILLING CODE 4110-03-11 


121 CFR Part 880] 

[Docket Ho. 78N-1288] 

Medical Devices; Classification of 
Liquid Bandages 

agency: Food and Drug Administration. 
action: Proposed Rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying liquid bandages into class 1 
(general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue p final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20856. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare. 8757 Georgia 
Ave., Silver Spring. MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of liquid bandages: 

1. Identification: A liquid bandage is a 
sterile liquid or semiliquid used to cover an 
opening in the skin or as a dressing for burns. 
The device is also used as a topical skin 
protectant. 


2. Recommended classification: Class 1 
(general controls). The Panel recommends 
that there be no exemptions. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
liquid bandages be classified into class 1 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel also recommends that 
the device be hypoallergenic to reduce the 
risk of skin irritation, and that it be porous to 
allow the passage of vapor. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of. and clinical 
experience with, the derice. 

5. Risks to health: (a) Skin irritation: The 
_ device may irritate the skin, (b) Infection: If 

the device is not sterile, an infection could 
occur. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
the liquid bandage be classified into 
class I (general controls) with no 
exemptions. The agency believes 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food snd Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5090, to read as 
follows: 

§ 880.5090 Liquid bandage. 

(a) Identification. A liquid bandage is 
a sterile liquid or semiliquid used to 
cover an opening in the skin or as a 
dressing for bums. The device is also 
used as a topical skin protectant. 

(b) Classification. Class 1 (general 
controls). 

Interested persons may, on or before 
(October 23,1979, submit to the Hearinc 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20856, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m„ Monday thorugh Friday. 
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Dated: August 9,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-28052 Filed 0-23-79; 8:45 am) 

BILL)NO CODE 4110-03-M 


[21 CFR Part 880] 

[Docket No. 78N-1289] 

Medical Devices; Classification of AC- 
Powered Adjustable Hospital Beds 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration [FDA) is issuing for 
public comment a proposed regulation 
classifying AC-powered adjustable 
hospital beds into class II (performance 
standards). FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(WFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Springs, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in thisrissue of 
the Federal Register provides 
background informatiuon concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of AC-powered adjustable 
hospital beds: 

L Identification: An AC-powered 
adjustable hospital bed is a device consisting 


of a bed with a built-in electric motor and 
remote controls that can be operated by the 
patient to adjust the height and surface 
contour of the bed. The device includes 
moveable and latchable side rails. 

2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a medium priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
the AC-powered adjustable hospital bed be 
classified into class II because the Panel 
believes that the electrical properties of the 
device must be controlled through an 
electrical safety standards. The Panel also 
believes that standards are needed to assure 
that the device’s controls are readily 
accessible to the patient and do not require 
the patient to lean over the bed's side to 
manipulate them: that operation of the 
device’s controls require minimal physical 
effort, even by geriatric and arthritic patients; 
that the device has a manual override in the 
event of a power failure; and that the side 
rails have a safety lock. The Panel believes 
that general controls would not provide 
sufficient control over these characteristics. 
The Panel believes that a standard would 
provide reasonable assurance of the safety 
and effectiveness of the device and that there 
is sufficient information to establish a 
standard to provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation upon the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: (a) Electrical shock: 
Improper design and construction or device 
malfunction can result in electrical shock, (b) 
Patient falls and injuries: If the side rail latch 
fails or if the patient must lean over the bed’s 
side to operate the device's controls, the 
patient could fall from the bed and be 
injured. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
the AC-powered adjustable hospital 
beds be classified into class II 
(performance standards). The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a standard to provide this 
assurance. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5100. to read as 
follows: 


§ 880.5100 AC-powered adjustable 
hospital bed. 

(a) Identification. An AC-powered 
adjustable hospital bed is a device 
consisting of a bed with a built-in 
electric motor and remote controls that 
can be operated by the patient to adjust 
the height and surface contour of the 
bed. The device includes moveable and 
latchable side rails. 

(b) Classification. Class II 
(performance standards. 

Interested persons may, on or before 
October 23,1979. submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857. written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 15,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 79-20053 Filed 0-23-79; 045 amj 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

[Docket No. 78N-1290] 

Medical Devices; Classification of 
Hydraulic Adjustable Hospital Beds 

AGENCY: Food and Drug Administration. 
action: Proposed rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying hydraulic adjustable hospital 
beds into class I (general controls). FDA 
is also publishing the recommendation 
of the General Hospital and Personal 
Use Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
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Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare. 8757 Georgia 
Ave., Silver Spring. MD 20910. 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of hydraulic adjustable 
hospital beds: 

1. Identification: A hydraulic adjustable 
hospital bed is a device consisting of a bed 
with a hydraulic mechanism operated by an 
attendant to adjust the height and surface 
contour of the bed. The device includes 
moveable and latchable side rails. 

2. Recommendation clasification: Class I 
(general controls). The Panel recommends no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
the hydraulic adjustable hospital bed be 
classified into class I because the Panel 
believes that general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device. The Panel 
also recommends that the side rails have a 
safety lock. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation upon the Panel members* 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: Patient falls and injuries: 
If the side rail latch fails, the patient could 
fall from the bed and be injured. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
the hydraulic adjustable hospital bed be 
classified into class I (general controls) 
with no exemptions. The agency 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-548 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5110. to read as 
follows: 


§ 880.5110 Hydraulic adjustable hospital 
bed. 

(a) Identification. A hydraulic 
adjustable hospital bed is a device 
consisting of a bed with a hydraulic 
mechanism operated by an attendant to 
adjust the height and surface contour of 
the bed. The device includes moveable 
and latchable side rails. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
October 23.1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc 79-20054 Plied S-23-79; IU5 am) 

BILLING CODE 4110-O3-N 


(21 CFR Part 880) 

(Docket No. 78N-1291! 

Medical Devices; Classification of 
Manual Adjustable Hospital Bed& 

AGENCY: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying manual adjustable hospital 
beds into class 1 (general controls). FDA 
is also publishing the recommendation 
of the General Hospital and Personal 
Use Device Classification Panel that the 
device be classified into class L The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 


65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration. Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring. MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of manual adjustable 
hospital beds: 

1. Identification: A manual adjustable 
hospital bed is a device consisting of a bed 
with a manual mechanism operated by an 
attendant to adjust the height and surface 
contour of the bed. The device includes 
moveable and latchable side rails. 

2. Recommended classification: Class 1 
(general controls). The Panel recommends 
that the device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the Federal Food. Drug, ami 
Cosmetic Act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
manual adjustable hospital beds be classified 
into class 1 because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The Panel 
recommends that this device be exempt from 
the good manufacturing practice regulation 
under section 520(f) of the act because the 
Panel believes that the quality of the device 
is easily discernible and that defects are 
readily apparent to the user. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of, and clinical 
experience with, this device. 

5. Risks to health: Patient falls and injuries; 
If the side rail latch fails, the patient could 
fall from the bed and be injured. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
manual adjustable hospital beds be 
classified into class 1 (general controls). 
The agency believes that general 
controls are sufficient to provide 
reasonable assurance of the safely and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of a 
manual adjustable hospital bed be 
exempt from the device good 
manufacturing practice (GMP) 
regulation under section 520(f) of the act, 
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FDA is proposing that a manufacturer of 
this device be exempt, in the 
manufacture of the device, from all 
requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manaufacturers of a manual adjustable 
hospital bed must still be required to 
comply with the complaint file 
requirement of § 820.198 to ensure that 
these manufacturers have adequate 
systems for complaint investigation and 
followup. The agency also believes that 
manufacturers of a manual adjustable 
hospital bed must still be required to 
comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposed to amend Part 880 in Subpart F 
by adding new § 820.5120, to read as 
follows: 

§ 820.5120 Manual adjustable hospital 

bed. 

(a) Identification. A manual 
adjustable hospital bed is a device 
consisting of a bed with a manual 
mechanism operated by an attendant to 
adjust the height and surface contour of 
the bed. The device includes moveable 
and latchable side rails. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
good manufacturing practice regulation 
in Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-85, 5600 Fishers 
Lane, Rockville, MD 20857, written 


comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m.. Monday through Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc 79-28055 Filed 8-23-79; 8:45 am) 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

(Docket No. 78N-1292] 

Medical Devices; Classification of 
Infant Radiant Warmers 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying infant radiant warmers into 
class III (premarket approval). FDA is 
also publishing the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class III. The 
effect of classifying a device into class 
III is to provide for each manufacturer of 
the device to submit to FDA a premarket 
approval application at a date to be set 
in a future regulation. Each application 
includes information concerning safety 
and effectiveness tests of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 

DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane, Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave.. Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 


Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the folllowing 
recommendation with respect to the 
classification of infant radiant warmers: 

1. Identification: An infant radiant wanner 
is a device consisting of an infrared heating 
element placed over an infant to maintain the 
infant's body temperature by means of 
radiant heat. The device may contain a 
temperature monitoring sensor, a heat output 
control mechanism to regulate the infant s 
body temperature, and an alarm to alert 
operators of the device's failure. The device 
may be placed over a pediatric hospital bed 
or it may be built into the bed as a complete 
unit. The Panel considered this generic type 
of device under the name "neonatal open bed 
with radiant heat." 

2. Recommended classification: Class III 
(premarket approval). The Panel recommends 
that premarket approval of this device be a 
high priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
infant radiant warmers be classified into 
class III because the Panel believes that the 
device is life sustaining and life supporting 
and because sufficient scientific and medical 
data do not exist from which adequate 
performance standards governing the 
device's safety and effectiveness can be 
established. Sufficient information does not 
exist on the relationship between levels of 
infrared radiation and maintenance of a 
proper infant body temperature. The Panel 
believes that there is a lack of information to 
determine a safe maximum energy output 
from the infrared radiation to keep the infant 
warm and at the same time not to cause 
insensible water loss in the infant. The Panel 
believes that long-term studies on the effects 
of infrared radiation are needed to assess the 
possibility that the device causes infant eye 
damage. Therefore, the Panel recommends 
that the device be subject to premarket 
approval to ensure that manufacturers 
demonstrate satisfactory permformance and 
that the device is safe and effective. In 
addition, the Panel recommends that the 
device be used only on the order of a 
physician. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of. and clinical 
experience with, this device. Under contract 
with FDA. the Fjnergency Care Research 
Institute has developed a proposed standard 
for infant radiant warmers (Ref. 8). However, 
this standard does not address the concerns 
indentified by the Panel for classifying the 
product in class III. The proposed standard 
states that the maximum energy output of the 
device should be stated in the labeling of the 
device. However, the proposed standard does 
not recommend an upper limit on the enrgy 
output of the device, an omission which the 
Panel regards as a serious deficiency. The 
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Panel has discussed this device at several 
Panel meetings (August 23,1978, October 3, 
1977, and May 22-23,1978) and has 
consistently concluded that there is 
insufficient information to establish 
performance standards for the device. 

5. Risks to health: (a) Electrical shock: 
Improper design and construction or device 
malfunction can result in electrical shock, (b) 
Possible eye damage: The long-term effects of 
infrared radiation on the infant eye are 
unknown, (c) Patient injury: If the device is 
not designed for stability, it may fall and 
injure the infant. If the energy output of the 
device is too high, it could bum the infant, (d) 
Hospital staff burns: If the device is 
constructed of material that absorbs radiant 
heat, it could bum hospital staff, (e) 

Insensible (not easily perceived) water loss: 
Radiant heat causes vessel dilation, which in 
turn may produce insensible water loss in an 
infant, (f) Hyperthermia or hypothermia: If 
the termperature sensor or probe becomes 
dislodged or is improperly placed, 
hyperthermia or hypothermia in the Infant 
could result. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
infant radiant warmers be classified into 
class III (premarket approval). The 
agency has reviewed the Panel 
recommendation and has obtained 
additional data and information 
describing the application of radiant 
heat to minimize heat loss in infants. A 
lack of information in the literature 
substantiates the Panel's belief that 
there is insufficient information to 
determine the relationship between the 
level of infrared radiation and 
maintenance of a proper body 
temperature in the infant. The literature 
confirms the Panel’s concern that 
radiant heat may cause insensible water 
loss in infants. Williams and Oh show 
that insensible water loss in newborn 
infants placed under a radiant warmer 
is significantly greater than the 
insensible water loss of infants placed 
in a standard incubator (Ref. 1). Similar 
results were found by Wu and Hodgman 
in their studies comparing insensible 
water loss in infants of different 
birthweights. Their studies show that 
insensible water loss increases when 
the infants are exposed to radiant heat. 
Also, insensible water loss is greater in 
infants with birthweights lower than 
1500 grams (g) than it is in infants with 
birthweights of 1500 g or more (Ref. 2). 
The Panel has also expressed concern 
about possible damage due to radiant 
heat. There is disagreement in the 
literature about whether there is enough 
data to determine the risk of retinal 
injury from infrared radiation. One 
article that evaluates radiant warmers 
concludes that although the infrared 
radiation emitted by the warmers is 


entirely absorbed by the cornea of the 
eye, radiation exposure of up to 0.3 
watts per square centimeter (W/cm 2 ) 
appears to be a safe limit for an infant 
under a radiant warmer, because the 
infant’s blinking prevents the corneal 
epithelium from drying out. These 
studies also show that 0.04 W/cm 2 of 
near infrared radiation (wavelengths 
from 0.7 to 3.0 micrometers) for 12 
minutes is a safe limit for an infant 
under a radiant warmer. These studies 
show, however, that high intensity near 
infrared radiation that is focused on the 
retina for a sufficient length of time can 
cause retinal damage (Ref. 3). Another 
article that evaluates radiant warmers 
warns that until more is known about 
the biological effects of infrared 
radiation on infants, these devices 
should be used with caution and with 
consideration of whether the benefits 
outweigh the risks. The article mentions 
such effects as hyperthermia, insensible 
water loss, burns, and potential eye 
damage. The article states that 
measurements of near infrared 
emissions still need to be done for most 
radiant warmers; that these 
measurements are needed to evaluate 
the risk of retinal damage; and that 
further research is needed to determine 
the levels of infrared radiation that 
could cause retinal injury (Ref. 4 ). The 
literature also describes frequent 
mechanical failures, such as alarm 
failure or detachment of parts, with 
these devices (Refs. 3, 5, 6. and 7). 

Therefore, the agency has concluded 
that the infant radiant warmer presents 
a potential unreasonable risk of illness 
or injury to the patient. In addition, the 
device is purported or represented to be 
for a use in supporting or sustaining 
human life. Insufficient information 
exists to determine that general controls 
alone can provide reasonable assurance 
of the safety and effectiveness of the 
device, and insufficient information 
exists to establish a performance 
standard that would provide such 
assurance. 
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Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposed to amend Part 880 in Subpart F 
by adding new § 880.5130, to read as 
follows: 

$880.5130 Infant radiant warmers. 

(a) Identification . An infant radiant 
warmer is a device consisting of an 
infrared heating element placed over an 
infant to maintain the infant's body 
temperature by means of radiant heat. 
The device may also contain a 
temperature monitoring sensor, a heat 
output control mechanism to regulate 
the infant’s body temperature and an 
alarm to alert operators of the device's 
failure. The device may be placed over a 
pediatric hospital bed or it may be built 
into the bed as a complete unit. 

(b) Classification. Class III (premarkel 
approval). 

Interested persons may. on or before 
October 23.1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857. written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m., Monday through 
Friday. 

Dated: August 15.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-26056 Filed 8-23-79: 8 45 amj 

BILLING CODE 4110-03-M 
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[21 CFR Part 8801 
[Docket No. 78N-1293] 

Medical Devices; Classification of 
Pediatric Hospital Beds 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (PDA) is issuing for 
public comment a proposed regulation 
classifying pediatric hospital beds into 
class II (performance standards). FDA is 
also publishing the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane. Rockville, MD 
20856. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration. Department of Health, 
F.ducation, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere ig this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, and FDA 
advisory committee, made the following 
recommendation regarding the 
classification of pediatric hospital beds: 

1. Identification: A pediatric (open) hospital 
bed is a device consisting of a bed or crib 
designed for the use of a pediatric patient, 
with fixed end rails and movable and 
latchable side rails. The contour or the bed 
surface may be adjustable. 

2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a medium priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
the pediatric hospital bed be classified into 


class II because the Panel believes that a 
performance standard is necessary for this 
device to assure that the side rail does not 
drop suddenly and injure the infant. The 
Panel suggests that a safety device be 
installed to prevent the infant from lowering 
the side rail. In addition, the Panel 
recommends that certain characteristics of 
the bed, such as distance between the 
vertical slats of the safety rail and the 
distance between the mattress and bed 
frame, be standardized. Also, a standard 
should prohibit the use of lead paint on this 
device. The Panel believes that general 
controls would not provide sufficient control 
over these characteristics. The Panel believes 
that a standard would provide reasonable 
assurance of the safety and effectiveness of 
the device and that there is sufficient 
information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members* 
persona] knowledge of. and clinical 
experience with, this device. They also 
considered the results of a survey by the 
Consumer Product Safety Commission of 
crib-related injuries (Ref. J). This survey 
showed the need for a standard governing 
certain characteristics of pediatric hospital 
beds. The Commission has published safety 
regulations for full-size cribs intended for use 
in the home (16 CFR Part 1508) and for non¬ 
full-size cribs intended for use in and around 
the home and for travel and other purposes 
(16 CFR Part 1509). Although these 
regulations do not apply to cribs intended for 
use in general pediatric care, many 
provisions of the regulations may be suitable 
for application to such cribs. 

5. Risks to health: (a) Injury to infant: If the 
side rail drops suddenly, the infant could be 
injured. The infant could also be injured from 
falling out of the crib, (b) Suffocation: If there 
is too much space between the mattress and 
the bed frame, the infant’s head may become 
lodged between the two and the infant may 
suffocate, (c) Head injuries: if the vertical 
slats of the rails are too far apart, the infant's 
head could become lodged between the slats 
and be injured, (d) Lead poisoning: If lead 
paint is used on the bed and the infant eats 
the paint, the infant may suffer lead 
poisoning. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
the pediatric hospital bed be classified 
into class II (performance standards). 
The agency has reviewed the Panel 
recommendation and has obtained 
additional data and information 
regarding pediatric hospital beds. A 
review of the medical literature 
substantiates the need for developing a 
standard to assure the safety and 
effectiveness of pediatric hospital beds. 
A study of infant deaths in Wayne 
County, Michigan showed that during a 
30-month period, 15 infants died of 
accidental asphyxia when their heads or 
necks got trapped between the vertical 


crib 9 lats or between the crib rail and 
mattress (Ref. 2 ). 

The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above), and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Nelson, Theresa. “Hazard Analysis of 
Injuries Relating to Cribs. Full Size Cribs 
(1504) and Portable Cribs (1929),“ NUC-1504- 
75-H007, U.S. Consumer Product Safety 
Commission. Bureau of Epidemiology. 
December 1975. 

2. Bass, M., "Asphyxial Crib Death.” New 
England Journal of Medicine . 296(10):555-556, 
1977. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. (21 U.S.C, 
360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5140, to read as 
follows: 

§ 880.5140 Pediatric hospital bed. 

(a) Identification. A pediatric hospital 
bed is a device consisting of a bed or 
crib designed for the use of a pediatric 
patient, with fixed end rails and 
movable and latchable side rails. The 
contour of the bed surface may be 
adjustable. 

(b) Classification . Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m 
and 4 p.m., Monday through Friday. 
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Dated: August 15.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs . 

|FR Doc 79-20057 Filed *-23-79; 0:45 am) 

BILUNG CODE 4110-03-M 


[21 CFR Part 8801 

( Docket No. 78N-1294) 

Medical Devices; Classification of 
Nonpowered Flotation Therapy 
Mattresses 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying nonpowered flotation 
therapy mattresses into class I (general 
controls). FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel and the recommendation of the 
Physical Medicine Device Classification 
Panel that this device be classified into 
class I. The effect of classifying a device 
into class 1 is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Reommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
Physical Medicine Device Classification 
Panel, FDA advisory committees, made 
the following recommendations with 
respect to the classification of 


nonpowered flotation therapy 
mattresses: 

1. Identification: A nonpower flotation 
therapy mattress is a mattress containing air 
or fluid designed to support a patient and 
avoid excess pressure on local body areas. 
The device is used to treat and prevent 
decubitus ulcers (bed sores). The Physical 
Medicine Device Classification Panel 
considered this generic type of device under 
the name “manual flotation therapy bed”. 

The General Hospital and Personal Use 
Device Classification Panel considered this 
generic type of device under the name 
“silicone mattress." 

2. Recommended classification: Class I 
(general controls). The General Hospital and 
Personal Use Device Classification Panel 
recommends that silicone mattresses be 
exempt from premarket notification under 
section 510(k) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 360(k)) and from the 
good manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360(f)). The 
Physical Medicine Device Classification 
Panel recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: Both Panels recommend 
that nonpowered flotation therapy mattresses 
be classified into class 1 (general controls) 
because the Panels believe that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The General Hospital and 
Personal Use Device Classification Panel 
recommends that silicone mattresses be 
exempt from premarket notification under 
section 510{k) of the act because the Panel 
believes that FDA does not need to receive 
premarket notification of a manufacturer’s 
intent to market this simple device. The 
General Hospital and Personal Use Device 
Classification Panel also recommends that 
this device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and that defects are readily 
apparent to the user. 

4. Summary of data on which the 
recommendation are based: The Physical 
Medicine Device Classification Panel based 
its recommendation on the Panel members' 
personal knowledge of, and clinical 
experience with, the device and on a review 
of the literature. Lilia, Friedrichs, and Vistnes 
describe the pressure-distribution 
characteristics of water beds and their 
advantages over conventional hospital 
innerspring mattresses in the prevention of 
decubitus ulcers (Ref. 7). Dewis. Caplan, and 
Pache describe the beneficial effects of a 
water mattress on large chronic decubitus 
ulcers in a group of severely debilitated, 
bedridden patients (Ref. 2). The authors 
conclude that the obvious improvement 
outweighs the minor inconvenience involved 
in the use of water mattresses for these 
debilitated patients. The General Hospital 
and Personal Use Device Classification Panel 
members based their recommendation on 
their personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: The General Hospital 
and Personal Use Device Classification Panel 


identified the following risk to health: 
Infection: If the mattress is difficult to clean, 
a risk of infection exists. The Physical 
Medicine Device Classification Panel 
identified no risks to health. 

Proposed Classification 

FDA agrees with both Panels' 
recommendations and is proposing that 
nonpowered flotation therapy 
mattresses be classified into class I 
(general controls). 

The agency disagrees with the 
recommendation of the Physical 
Medicine Device Classification Panel 
that there be no exemptions for this 
device. In response to the General 
Hospital and Personal Use Device 
Classificiation Panel’s recommendation 
that manufacturers of a nonpowered 
flotation therapy mattress be exempt 
from section 510(k) of the act, FDA is 
proposing that these manufacturers be 
subject to registration and device listing 
under section 510(a) through (j) of the 
act, but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulations (21 CFR Part 807). Under 
section 510(g)(4) of the act, the agency 
may exempt a manufacturer from 
section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a 
nonpowered flotation therapy mattress, 
the agency cannot make the required 
finding. To protect the public health, the 
agency needs to be able to identify the 
firms manufacturing this device and to 
conduct necessary inspections. The 
agency has determined, however, that it 
is not necessary for the protection of the 
public health that FDA receive 
premarket notification submissions 
concerning a nonpowered flotation 
therapy mattress. The agency does not 
at this time anticipate that premarket 
approval will be required for this device. 
The agency believes that the semiannual 
updating of device listing under section 
510(j)(2) will provide FDA with adequate 
notice concerning new products within 
this generic type of device. 

In response to the General Hospital 
and Personal Use Device Classification 
Panel’s recommendation that 
manufacturers of a nonpowered 
flotation therapy mattress be exempt 
from the device good manufacturing 
practice (GMP) regulation under section 
520(f) of the act, FDA is proposing that a 
manufacturer of this device be exempt, 
in the manufacture of the device, from 
all requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and § 820.198 (21 
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CFR 820.198), with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a nonpowered 
fiotation therapy mattress must still be 
required to comply with the complaint 
file requirements of § 820.198 to ensure 
that these manufacturers have adequate 
systems for complaint investigation and 
followup. The agency also believes that 
manufacturers of a nonpowered 
fiotation therapy mattress must still be 
required to comply with the general 
requirements concerning records in 
§ 820.180 to ensure that FDA has access 
to complaint files, can investigate 
device-related injury reports and 
complaints about product defects, may 
determine whether the manufacturer’s 
corrective actions^are adequate, and 
may determine whether the exemption 
from other sections of the GMP 
regulation is still appropriate. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m„ 
Monday through Friday. 

1. Lilia. J., R. Friedrichs, and L. Vistnes, 
“Flotation Mattress for Preventing and 
Treating Tissue Breakdown,” Geriatrics. 
30(9):71-75,1975. 

2. Dewis, L. H. Caplan, and H. Pache, 
"Treatment of Decubitus Ulcers by Use of a 
Water Mattress.” Archives of Physical 
Medicine and Rehabilitation , 49:290-293, 

May 1968. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat.1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5150, to read as 
follows: 

§ 880.5150 Nonpowered flotation therapy 
mattress. 

(a) Identification . A nonpowered 
flotation therapy mattress is a mattress 
containing air or fluid designed to 
support a patient and avoid excess 
pressure on local body areas. The 
device is used to treat and prevent 
decubitus ulcers (bed sores). 

(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 


The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65. 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m., Monday through 
Friday. 

Dated: August 9,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc. 79-28058 FiWd 8-23-79:8:45 nm| 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

(Docket No. 78N-1295] 

Medical Devices; Classification of 
Therapeutic Medical Binders 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying therapeutic medical binders 
into class I (general controls). FDA is 
also publishing the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel and the 
Obstetrical and Gynecological Device 
Classification Panel that the device be 
classified into class I. The effect of 
classifying a device into class I is to 
require that the device meet only the 
general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 


FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave.. Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classfication Panel and the 
Obstetrical and Gynecological Device 
Classification Panel. FDA advisory 
committees, made the following 
recommendations regarding the 
classification of therapeutic medical 
binders: 

1. Identification: A therapeutic medical 
binder is a device, usually made of cloth, that 
can be secured by ties so that it support the 
underlying part of the body and/or holds a 
dressing in place. The General Hospital and 
Personal Use Device Classification Panel 
identified this generic type of device under 
the names “perineal binder” and “abdominal 
binder." The Obstetrical and Gynecological 
Device Classification Panel identified this 
generic type of device under the names 
“breast binder” and “abdominal binder.” 

2. Recommended classification: Class I 
(general controls). The General Hospital and 
Personal Use Device Classification Panel 
recommends that the device be exempt from 
premarket notification under section 510{k) of 
the Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and from the good 
manufacturing practice regulation under 
section 520(Q of the act (21 U.S.C. 360j(f)). 

The Obstetrical and Gynecological Device 
Classification Panel recommends that there 
be no exemptions. 

3. Summary of reasons for 
recommendation: Both Panels recommend 
that therapeutic medical binders be classified 
into class I because the Panels believe that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The General 
Hospital and Personal Use Device 
Classification Panel recommends that this 
device be exempt from premarket notification 
under section 510(k) of the act because the 
Panel believes that FDA does not need to 
receive premarket notification of a 
manufacturer’s intent to market this simple 
device. The Panel recommends that this 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and that defects are readily 
apparent to the user. 

4. Summary of data on which the 
recommendation are based: Both Panel based 
their recommendations on their Panel 
members’ personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: None identified. 
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Proposed Classification 

FDA agrees with the Panels' 
recommendations and is proposing that 
therapeutic medical binders be 
classified into class 1 (general controls). 
The agency has reviewed the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel for the abdominal binder and the 
perineal binder and the recommendation 
of the Obstetrical and Gynecological 
Device Classification Panel for the 
breast binder and the Ob-Gyn 
abdominal binder, and has concluded 
that the device should be named 
"therapeutic medical binder" and its 
classification be published in the part of 
the Code of Federal Regulations for 
General Hospital and Personal Use 
Devices. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

The agency disagrees with the 
recommendation of Obstetrical and 
Gynecological Device Classification 
Panel that there be no exemptions for 
his device. 

In response to the General Hospital 
and Personal Use Device Classification 
Panel’s recommendation that 
manufacturers of a therapeutic medical 
binder be exempt from section 510(k) of 
the act (21 U.S.C. 360(k)). FDA is 
proposing that these manufacturers be 
subject to registration and device listing 
under section 510 (a) through (j) of the 
act, but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulations (21 CFR Part 807). Under 
section 510(g)(4) of the act, the agency 
may exempt a manufacturer from 
section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a 
therapeutic medical binder, the agency 
cannot make the required finding. To 
protect the public health, the agency 
needs to be able to identify the firms 
manufacturing this device and to 
conduct necessary inspections. The 
agency has determined however, that it 
is not necessary for the protection of the 
public health that FDA receive 
premarket notification submissions 
concerning a therapeutic medical binder. 
The agency does not at this time 
anticipate that premarket approval will 
be required for this device. The agency 
believes that the semiannual updating of 
device listing under section 510f j)(2) will 
provide FDA with adequate notice 
concerning new products within this 
generic type of device. 


In response to the General Hospital 
and Personal Use Device Classification 
Panel’s recommendation that 
manufacturers of a therapeutic medical 
binder be exempt from the device good 
manufacturing practice (GMP) 
regulation under section 520(f) of the act 
(21 U.S.C. 360j(f)), FDA is proposing that 
a manufacturer of this device who does 
not’label or otherwise represent it as 
sterile be exempt, in the manufacture of 
the device, from all requirements in the 
GMP regulation except 5 820.180 (21 
CFR 820.180), with respect to general 
requirements concerning records, and 
§ 820.198 (21 CFR 820.198), with respect 
to complaint files. Based on available 
information about current practices used 
in the manufacture of the device and 
user experience with the device, the 
agency has determined that application 
of the GMP regulation, other than 
§§ 820.180 and 820.198, is unlikely to 
improve the safety and effectiveness of 
the device. The agency believes, 
however, that manufacturers of a 
therapeutic medical binder, even when 
it is not labeled or otherwise 
represented as sterile, must still be 
required to comply with the complaint 
file requirements of § 820.198 to ensure 
that these manufacturers have adequate 
systems for complaint investigation and 
followup. The agency also believes that 
manufacturers of a therapeutic medical 
binder must still be required to comply 
with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. A manufacturer of a 
therapeutic medical binder that is 
labeled or otherwise represented as 
sterile is, in the manufacture of this 
device, subject to the GMP regulation in 
its entirety. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5160. to read as 
follows: 

§ 680.5160 Therapeutic medical binder. 

(a) Identification. A therapeutic 
medical binder is a device, usually made 
of cloth, that can be secured by ties so 
that it supports the underlying part of 
the body and/or holds a dressing in 
place. This generic type of device 


includes the abdominal binder, breast 
binder, and perineal binder. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter, if 
the device is not labeled or otherwise 
represented as sterile, it also is exempt 
from the good manufacturing practice 
regulation in Part 820 of this chapter, 
with the exception of § 820.180, with 
respect to general requirements 
concerning records, and § 820.198. with 
respect to complaint files. 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of ail comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 9,1979 
William F. Randolph, 

Acting Associate Commissioner, for 
Regulatory Affairs. 

(FR Doc 79-28059 Filed 8-23-79; 8:45 am] 

BILUNG COOE 4110-03-M 


[21 CFR Part 880] 

(Docket No. 78N-1297] 

Medical Devices; Classification of Burn 
Sheets 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying burn sheets into class I 
(general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
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address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane. Rockville, MD 
20657. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470). Food and Drug 
Administration. Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave.. Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classfication Panel, an FDA 
advisory committee, made the following 
recommendations regarding the 
classification of bum sheets: 

1. Identification: A bum sheet is a device 
made of a porous material that is wrapped 
around a bum victim to provide warmth or a 
barrier against contaminants. 

2. Recommended classification: Class 1 
(general controls). The Panel recommends 
that there be no exemptions. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
bum sheets be classified into class I because 
the Panel believes that general controls are 
sufficient to provide reasonable assurance of 
the safety and effectiveness of the device. 

The Panel also recommends that the label 
state whether the device is nonflammable, 
does not shed, is sufficiently porous to allow 
passage of air and moisture but impermeable 
to fluids, does not tear, and is sterilizable. 

The Panel also recommends that the label 
have instructions for sterilizing the device. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health—Infection: If the device 
is labeled as sterile and it is not sterile, 
pathogenic organisms may cause an infection 
in the patient. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
the burn sheet be classified into class I 
(general controls) with no exemptions. 
FDA agrees with the Panel’s labeling 
recommendations. However, FDA is 
deferring a decision on whether the 
labeling should be voluntary or 
mandatory until additional information 
is obtained. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 


U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5180, to read as 
follows: 

§ 880.5180 Burn sheet. 

(a) Identification. A burn sheet is a 
device made of a porous material that is 
wrapped around a burn victim to 
provide warmth or a barrier against 
contaminants. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 9,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc 79-28060 Filed 8-23-79: fc45 am| 

BILLING CODE 4110-03-41 


[21 CFR Part 880] 

(Docket No. 78N-1298] 

Medical Devices; Classification of 
Intravascular Catheters 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying intravascular catheters into 
class II (performance standards). FDA is 
also publishing the recommendations of 
the General Hospital and Personal Use 
Device Classification Panel and the 
Cardiovascular Device Classification 
Panel that intravascular catheters be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the final regulation 


based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20856. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health. 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
Cardiovascular Device Classification 
Panel, FDA advisory committees, made 
the following recommendations 
regarding the classification of 
intravascular catheters: 

1. Identification: An intravascular catheter 
is a device consisting of a slender tube 
constructed of metal, rubber, or plastic, that 
is inserted into the patient’s vascular system 
for short-term use (less than 30 days) to 
sample blood, monitor blood pressure, or 
administer fluids intravenously. The General 
Hospital and Personal Use Device 
Classification Panel identified this generic 
type of device under the names 
“intravascular catheter” and “umbilical 
artery chatheter.” The Cardiovascular Device 
Classification Panel identified this generic 
type of device under the name “long-term 
vascular catheter.” 

2. Recommended classification: Class II 
(performance standards). The General 
Hospital and Personal Use Device 
Classification Panel Recommends that 
establishing a performance standard for this 
device be a low priority. The Cardiovascular 
Device Classification Panel recommends that 
establishing a performance standard for tis 
device be a high priority. 

3. Summary of reasons for 
recommendation: The General Hospital and 
Personal Use Device Classification Panel 
recommends that the intravascular catheter 
be classified into class II because the device 
contacts the patient's vascular system, and 
standards are necessary to assure that the 
material used in the device is compatible 
with body tissues and blood. The Panel also 
recommends that the device be flexible, 
sterile, and radiopaque, and that it have 
standard diameters. The Panel believes that 
general controls would not provide sufficient 
control over these characteristics. In 
addition, the labeling should state whether 
the device is sterilizable or sterile disposable, 
and state the internal and external diameters 
of the catheter. The Panel recommends that 
the device be used only by, or on the order of. 
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a physician. The Cardiovascular Device 
Classification Panel recommends that the 
long-term vascular catheter be classified into 
class II because the materials used in this 
life-supporting device should meet a 
generally accepted, satisfactory level of 
tissue and blood compatibility, surface finish, 
cleanliness, and mechanical performance. 

The long-term vascular catheter is in direct 
contact with the bloodstream for extended 
periods of time (but less than 30 days). In 
addition, the Panel believes that the catheter 
tip should be designed to minimize the risk of 
vessel perforation or rupture. The Panel 
believes that general controls would not 
provide sufficient control over these 
characteristics. The Panel believes that 
although the device is life supporting, 
sufficient scientific and medical data exist on 
the basis of which adequate standards can be 
established to assure the device’s safety and 
effectiveness. Both panels believe that a 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device, and that there is 
sufficient information to establish a standard 
to provide such assurance. 

4. Summary of data on which the 
recommendations are based: Both Panels 
based their recommendations on the Panel 
members’ personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: (a) Blood vessel 
occlusion: Breakage of the catheter due to 
poor mechanical properties of the device 
materials could cause blood vessel occlusion, 
(b) Adverse tissue reaction: If the material 
used in the device is not compatible with 
body tissue, an adverse tissue reaction could 
occur, (c) Thromboembolic complications: If 
the material used in the device is not 
compatible with blood, there could be 
thromboembolic complications, (d) Blood 
vessel rupture: If the catheter size is not 
indicated correctly, a catheter may be used 
that is too large for the blood vessel and 
rupture the vessel. Also, if the catheter is too 
stiff, it may rupture the vessel, (e) Infection: 
The introduction of pathogenic organisms 
associated with a nonsterile device may 
cause an infection in the patient 

Proposed Classification 

FDA agrees with the Panels’ 
recommendations and is proposing that 
intravascular catheters be classified into 
class II (performance standards). The 
agency has reviewed the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel for the intravascular catheter and 
the umbilical artery catheter, and the 
recommendation of the Cardiovascular 
Panel for the long-term vascular catheter 
and has concluded that the device 
should be named “intravascular 
catheter” and its classification be 
published in the part of the Code of 
Federal Regulations for General 
Hospital and Personal Use Devices. The 
agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 


presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. Although 
this device is life supporting, the agency 
believes that premarket approval is 
unnecessary for this device because 
there is sufficient information to 
establish a standard for this device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5200, to read as 
follows: 

§ 880.5200 Intravascular catheter. 

(a) Identification. An intravascular 
catheter is a device consisting of a 
slender tube constructed of metal, 
rubber, or plastic, that is inserted into 
the patient’s vascular system for short¬ 
term use (less that 30 days) to sample 
blood, monitor blood pressure, or 
administer fluids intravenously. 

(b) Classification . Class II 
(performance standards). 

Interested persons may. on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville. MD 20857. written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m 
and 4 p.m., Monday through Friday. 

Dated: August 9,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

IFR Doc. 79-28061 Filed 8-23-79; 845 am] 

BILLING COOE 4110-03-41 


[21 CFR Part 880] 

(Docket No. 78N-1299] 

Medical Devices; Classification of 
Intravenous Catheter Securement 
Devices 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying intravenous catheter 
securement devices into class I (general 
controls). FDA is also publishing the 


recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments. FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

ADDRESS: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK^470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Springs. MD 20910, 301^*27- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of intravenous catheter 
securement devices: 

1. Identification: An intravenous catheter 
securement device is a device with an 
adhesive backing that is placed over a needle 
or catheter and is used to keep the hub of the 
needle or the catheter flat and securely 
anchored to the skin. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
the intravenous catheter securement devices 
be classified into class I because the Panel 
believes that general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: (a) Inappropriate 
therapy: If the device is not securely attached 
to the skin, the needle or catheter could slip 
out of the blood vessel, resulting in loss of 
therapy that may be critical to the patient, (b) 
Skin irritation: The adhesive backing on the 
device may irritate the skin. 
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Proposed Classification 

FDA agrees with the Panel 
recommendtion and is proposing that 
intravenous catheter securement 
devices be classified into class I 
(general controls) with no exemptions. 
The agency is concerned about possible 
vessel trauma if the intravenous 
catheter securement device fails to 
anchor the needle or the catheter to the 
skin and the needle on the catheter 
moves after insertion. The agency 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to him (21 CFR 5.1). the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5210, to read as 
follows: 

§ 880.5210 Intravenous catheter 
securement device. 

(a) Identification. An intravenous 
catheter securement device is a device 
with an adhesive backing that is placed 
over a needle or catheter and is used to 
keep the hub of the needle or the 
catheter flat and securely anchored to 
the skin. 

(b) Classification . Class I (general 
controls). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m.. Monday through Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|PR Doc. 79-28002 Filed S-Z3-7V; 8.-45 am] 

BILLING CODE 41KH&-M 


121 CFR Part 880] 

[Docket No. 78N-1301] 

Medical Devices; Classification of 
Adhesive Tapes and Bandages 

agency: Food and Drug Administration. 


action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying adhesive tapes and bandages 
into class 1 (general controls). FDA is 
also publishing the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel and the 
General and Plastic Surgery Device 
Classification Panel that the device be 
classified into class I. The effect of 
classifying a device into class I is to 
require that the device meet only the 
general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave„ Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
General and Plastic Surgery Device 
Classification Panel, FDA advisory 
committees, made the following 
recommendations with respect to the 
classification of adhesive tapes and 
bandages: 

1. Identification: An adhesive tape and 
bandage is a device which consists of a strip 
of material or plastic, coated on one side with 
an adhesive, and may include a pad of 
surgical dressing without a disinfectant. The 
device is used to cover and protect wounds, 
to hold together the skin edges of a wound, to 
support an injured part of the body, and to 
secure objects to the skin. The General 
Hospital and Personal Use Device 
Classification Panel identified this generic 
type of device under the name “adhesive 
strip skin closure." The General and Plastic 
Surgery Device Classification Panel identified 
this generic type of device under the name 
“adhesive tape and bandage.” 


2. Recommended classification: Class I 
(general controls). Both Panels recommend 
that there be no exemptions. 

3. Summary of reasons for 
recommendations: Both Panels recommend 
that the device be classified into class I 
because the Panels believe that genera] 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. Also, the General Hospital and 
Personal Use Device Classification Panel 
recommends that the adhesive material used 
in the device be hypoallergic, to reduce skin 
irritations, and that, the device be porous, to 
allow the passage of air and moisture. 

4. Summary of data on which the 
recommendations are based: Both Panels 
based their recommendations on the Panel 
members’ personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: Both Panels identified 
the following risk to health: Skin irritation: 
The adhesive material used on the strip may 
initiate the skin. 

Proposed Classification 

FDA agrees with the Panels' 
recommendations and is proposing that 
adhesive tapes and bandages be 
classified into class 1 (general controls) 
with no exemptions. The agency has 
reviewed the recommendations of the 
General Hospital and Personal Use 
Device Classification Panel for adhesive 
strip skin closures and the 
recommendation of the General and 
Plastic Surgery Device Classification 
Panel for adhesive tapes and bandages 
and has concluded that the device 
should be named "adhesive tapes and 
bandages" and its classification be 
published in the part of the Code of 
Federal Regulations for General 
Hospital and Personal Use Devices. The 
agency is concerned that if the device is 
labeled as sterile and it is not sterile, 
then there is a possibility of an infection 
in the patient. However, the agency 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.524a to read as 
follows: 

§ 880.5240 Adhesive tape and bandage. 

(a) Identification. An adhesive tape 
and bandage is a device which consists 
of a strip of material or plastic, coated 
on one side with an adhesive, and may 
include a pad of surgical dressing 
without a disinfectant. The device is 
used to cover and protect wounds, to 
hold together the skin edges of a wound, 
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to support an injured part of the body, 
and to secure objects to the skin. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
October 23,1979. submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65. 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 9.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 79-26063 Filed 6-23-79; 8:45 am] 

BILLING COOE 4110-03-M 


(21 CFR Part 8801 
[Docket No. 78N-1302) 

Medical Devices; Classification of 
Neonatal Eye Pads 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying neonatal eye pads into class 
1 (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: The written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical 
Devices, (HFK-470), Food and Drug 
Administration, Department of Health. 
Education, and Welfare, 8757 Georgia 


Ave., Silver Spring. MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of neonatal eye pads: 

1. Identification: A neonatal eye pad is an 
opaque device used to cover and protect the 
eye of an infant during therapeutic 
procedures, such as phototherapy. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device, if it is not labeled as sterile, 
be exempt from the good manufacturing 
practice regulation under section 520(f) of the 
Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
neonatal eye pads be classified into class I 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel recommends that this 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act, if the device is not 
labeled as sterile, because the Panel believes 
that the quality of the device is easily 
discernible and that defects are readily 
apparent to the user. The Panel also 
recommends that manufacturers voluntarily 
assure that the device is nonirritating and 
impenetrable to light rays. Furthermore, the 
Panel believes that proper cleaning 
instructions should be provided in the 
labeling. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: Infection: If the device is 
labeled as sterile and it is not sterile, 
pathogenic organisms could cause an 
infection in the patient. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
neonatal eye pads be classified into 
class I (general controls) because the 
agency believes that general controls 
are sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of a 
neonatal eye pad be exempt from the 
device good manufacturing practice 
(GMP) regulation under section 520(f) of 
the act. FDA is proposing that a 
manufacturer of this device who does 
not label or otherwise represent it as 


sterile be exempt, in the manufacture of 
the device, from all requirements, in the 
GMP regulation except § 820.180 (21 
CFR § 820.180). with respect to general 
requirements concerning records, and 
§ 820.198 (21 CFR 820.198), with respect 
to complaint files. Based on available 
information about current practices used 
in the manufacture of the device and 
user experience with the device, the 
agency has determined that application 
of the GMP regulation, other than 
§§ 820.180 and 820.198, is unlikely to 
improve the safety and effectiveness of 
the device. The agency believes, 
however, that manufacturers of a 
neonatal eye pad, even when it is not 
labeled or otherwise represented as 
sterile, must still be required to comply 
with the complaint file requirements of 
§ 820.198 to ensure that these 
manufacturers have adequate systems 
for complaint investigation and 
followup. The agency also believes that 
manufacturers of a neonatal eye pad 
must still be required to comply with the 
general requirements concerning records 
in § 820.180 to ensure that FDA has a 
access to complaint files, can investigate 
device-related injury reports and 
complaints about product defects, may 
determine whether the manufacturer’s 
corrective actions are adequate, and 
may determine whether the exemption 
from other sections of the GMP 
regulation is still appropriate. A 
manufacturer of a neonatal eye pad that 
is labeled or otherwise represented as 
sterile is, in the manufacture of this 
device, subject to the GMP regulation in 
its entirety. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act, (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5270, to read as 
follows: 

§ 880.5270 Neonatal eye pad. 

(a) Identification. A neonatal eye pad 
is an opaque device used to cover and 
protect the eye of an infant during 
therapeutic procedures, such as 
phototherapy. 

(b) Classification. Class I (general 
controls). If the device is not labeled or 
otherwise represented as sterile, it is 
exempt from the good manufacturing 
practice regulation in Part 820 of this 
chapter, with the exception of § 820.180, 
with respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

Interested persons may, on or before 
October 23,1979. submit to the Hearing 
Clerk (HFA-305), Food and Drug 
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Administration, Rm. 4-65. 5600 Fishers 
Lane, Rockville. MD 20857. written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m., Monday through 
Friday. 

Dated: August 9,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

FR Doc 79-26064 Filed *-23-79; 645 am) 

BILUNG CODE 4110-03-M 


(21CFR Part 880] 

(Docket No. 78N-1303] 

Medical Devices; Classification of 
Medical Absorbent Fibers 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying medical absorbent fibers into 
class 1 (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class 1. The 
effect of classifying a device into class I 
is to require that the device meet onJy 
the general controls applicable to all 
devices. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 

dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65 . 5600 Fishers Lane. Rockville, MD 
20857k 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration. Department of Health, 
Fducation. and Welfare, 8757 Georgia 
Ave.. Silver Spring, MD 20910, 301-427- 
7555 . 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the? Federal Register provides 


background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of medical absorbent 
fibers: 

1. Identification: A medical absorbent fiber 
is a device made from cotton or synthetic 
fiber in the shape of a ball or pad used for 
applying medication to, or absorbing small 
amounts of body fluids from, the patient’s 
body surface. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
medical absorbent fibers be classified into 
class I because the Panel believes that the 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation upon the Panel members* 
personal knowledge of. and clinical 
experience with, the device. The Panel 
members believe that the device should meet 
United States Pharmacopeia requirements for 
the absorbency and purity of absorbent 
cotton. 

5. Risks to health: (a) Tissue irritation: 
Tissue irritation could occur if the material is 
impure or sheds, (b) Infection: If the device is 
labeled as sterile and it is not sterile, 
pathogenic organisms could cause infection 
in the patient. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
medical absorbent fibers be classified 
into class I (general controls) with no 
exemptions. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1). the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5300. to read as 
follows: 

§ 880.5300 Medical absorbent fiber. 

(a) Identification. A medical 
absorbent fiber is a device made from 
cotton or synthetic fiber in the shape of 
a ball or a pad used for applying 
medication to. or absorbing small 
amounts of body fluids from, the 
patient’s body surface. 

(b) Classification. Class I (general 
controls). 

Interested persons may. on or before 
October 23.1979, submit to the Hearing 


Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 15,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc 79-26065 Filed 6-23-79; 8:45 anij 

BILLING COOE 4110-03-M 


121 CFR Part 8801 

l Docket No. 78N-1305] 

Medical Devices; Classification of 
Infant Oxygen Hoods 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying infant oxygen hoods into 
class I (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices, after considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 

dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane. Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health. 
Education, and Welfare, 8757 Georgia 
Ave.. Silver Spring, MD 20910, 301-427- 
7555. 
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SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation reggarding the 
classification of infant oxygen hoods: 

1. Identification: An infant oxygen hood is 
a device consisting of a rigid transparent 
enclosure with an open bottom placed over 
an infant s head. The device is connected to 
an external source of oxygen to maintain an 
oxygen-rich atmosphere for the infant. 

2. Recommended classification: Class 1 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food, Drug, and Cosmetic act (21 
U.S.C. 360{k)), and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
infant oxygen hoods be classified into class i 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel recommends that this 
device be exempt from premarket notification 
under section 510(k) of the act because the 
Panel believes that FDA does not need to 
receive premarket notification of a 
manufacturer's intent to market this simple 
device. The Panel recommends that this 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and that defects are readily 
apparent to the user. 

4. Summary* of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members* 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: None identified. 
Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
infant oxygen hoods be classified into 
class 1 (general controls) because the 
agency believes that general controls 
are sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. The extenral 
oxygen source to which infant oxygen 
hoods are connected is subject to 
regulations applicable to inhaled gases. 

The agency disagrees with the Panel 
recommendation that manufacturers of 
infant oxygen hoods be exempt from 
premarket notification under section 
510(k) of the act. Under section 10(g)(4) 
of the act. the agency may exempt a 
manufacturer from complaince with 
section 510 of the act only upon a 
finding that compliance is not necessary 
for the protection of the public health. In 


the case of infant oxygen hoods, the 
agency cannot make the requited 
finding. To protect the public health, the 
agency needs to require manufacturers 
of this device to register and to list their 
products with FDA. so that the agency 
can identify the firms and products that 
it regulates and can conduct necessary 
inspections and investigations 
concerning safety, effectiveness, 
adulteration, or misbranding. Premarket 
notification by these manufacturers 
assures that FDA learns of new 
products, and of significant 
modifications of existing products, for 
which premarket approval is required. 

In response to the Panel’s 
recommendation that manufacturers of 
an infant oxygen hood be exempt from 
the device good manufacturing practice 
(GMP) regulation under section 520(f) of 
the act, FDA is proposing that a 
manufacturer of this device be exempt, 
in the manufacture of the device, from 
all requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180). with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacturer of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of an infant oxygen hood 
must still be required to comply with the 
complaint file requirements of § 820.198 
to ensure that these manufacturers have 
adequate systems for complaint 
investigation and followup. The agency 
also believes that manufacturers of an 
infant oygen hood must still be required 
to comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufactuer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5375. to read as 
follows: 


§ 880.5375 Infant oxygen hood. 

(a) Identification . An infant oxygen 
hood is a device consisting of a rigid 
transparent enclosure with an open 
bottom placed over an infant’s head. 

The device is connected to an external 
source of oxygen to maintain an oxygen- 
rich atmosphere for the infant. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
good manufacturing practice regulation 
in Part 820 of this chapter, with the 
exception of § 820.180. with respect to 
records, and § 820.198. with respect to 
complaint files. 

Interested persons may. on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65. 5600 Fishers 
Lane. Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc. 79-26086 Filed 8-23-79; 8:4S am| 

BILLING CODE 4110-03-M 


[21 CFR Part 880) 

1 Docket No. 78N-1306) 

Medical Devices; Classification of 
Neonatal Incubators 

agency: Food and Drug Administration. 
action: Proposed Rule. 

Summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying neonatal incubators into 
class II (performance standards). FDA is 
also publishing the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: It is proposed that the final 
regulation based on this proposal 
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become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare. 8757 Georgia 
Ave., Silver Spring. MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of neonatal incubators: 

1. Identification: A neonatal incubator is a 
device consisting of a rigid boxlike enclosure 
in which an infant may be kept in a 
controlled environment for medical care. The 
device may include an AC-powered heater, a 
fan to circulate the warmed air. a container 
for water to add humidity, a control valve 
through which oxygen may be added, and 
access ports for nursing. 

2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a high priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
neonatal incubators be classified into class 11 
because the Panel believes that although the 
device is life sustaining and life supporting, 
sufficient scientific and medical data exist to 
establish an adequate performance standard 
governing the safety and effectiveness of the 
device. The Panel recommends that the 
standard address noise levels, electrical 
safety, accuracy and reliability of 
temperature control, and accuracy of oxygen 
delivery. The Panel believes that general 
controls would not provide sufficient control 
over these characteristics. The Panel also 
recommends that the labeling provide 
instructions for cleaning and sterilizing the 
device. In addition, the Panel recommends 
that the device be used only by or on the 
order of a physician. The Panel believes that 

a performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device, and that there is 
sufficient information to establish a standard 
to provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members* 
personal knowledge'of. and clinical 
experience with, the device. The Panel also 
based its recommendation on the infant 
warmer and incubator standard developed by 
the Emergency Care Research Institute under 
contract with FDA (Ref. 7). 


5. Risks to health: (a) Hearing loss: If noise 
levels of the air fan are not controlled, the 
infant may suffer hearing loss, (b) Electrical 
shock: Improper design and construction or 
device malfunction can result in electrical 
shock, (c) Hypothermia or hyperthermia: If 
the temperature level in the device is not 
adequately controlled. Hypothermia 
(lowering of body temperature below 98.6° F) 
or hyperthermia (elevation of body 
temperature above 98.6° F) in the infant could 
result, (d) Hyperoxia or hypoxia: If the flow 
meters in the device do not accurately control 
the amount of oxygen delivered, the infant 
may suffer hyperoxia (excessive oxygen in 
body tissues) or hypoxia (inadequate oxygen 
in body tissues), which could lead to 
retrolental fibroplasia (blindness and other 
eye damage) and possible brain damage, (e) 
Infection: If the device is not able to be 
cleaned and sterilized properly, there is a risk 
to the infant of infection. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
neonatal incubators be classified into 
class U (performance standards). The 
Agency recognizes that neonatal 
incubators have been successfully used 
in neonatal care for many years. In 
appropriate applications, the benefits of 
the use of this device far outweigh the 
risks. The agency agrees with the 
Panel’s belief that, although the device 
is life sustaining and life supporting, 
sufficient scientific and medical data 
exist to establish a standard to provide 
reasonable assurance of the safety and 
effectiveness of the device. FDA 
believes that a performance standard is 
necessary because general controls 
alone are insufficient to control the risks 
to health presented by the device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. “The Development of a Standard for 
Infant Warmers and Incubators." Final 
Report, Emergency Care Research Institute. 
Plymouth Meeting, PA, September 1976. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513. 
701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CF*R 5.1). the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5400. to read as 
follows: 

§ 880.5400 Neonatal incubator. 

(a) Identification. A neonatal 
incubator is a device consisting of a 
rigid boxlike enclosure in which an 
infant may be kept in a controlled 
environment for medical care. The 


device may include an AC-powered 
heater, a fan to circulate the warmed air. 
a container for water to add humidity, a 
control valve through which oxygen may 
be added, and access ports for nursing. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23, 1979. submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65. 5600 Fishers 
Lane. Rockville. MD 20857, written 
comments regarding I his proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs . 

fFR Doc. 79-26067 Filed 8-23-79: 8:45 am) 

BILLING CODE 4110-03-M 


[21 CFR Part 8801 

l Docket No. 78N-13071 

Medical Devices: Classification of 
Neonatal Transport Incubators 

AGENCY: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying neonatal transport 
incubators into class II (performance 
standards). FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 

DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
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65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT! 

Lillian L Yin, Bureau of Medical Devices 
(HFK—470), Food and Drug 
Administration. Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

supplementary information: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, and FDA 
advisory committee, made the following 
recommendation regarding the 
classification of neonatal transport 
incubators: 

. Identification: A neonatal transport 
incubator is a device consisting of a portable 
rigid boxlike enclosure with insulated walls 
in which an infant may be kept in a 
controlled environmental while being 
transported for medical care. The device may 
include straps to secure the infant, a battery- 
operated heater, an AC-powered battery 
charger, a fan to circulate the warmed air. a 
container for water to add humidity, and 
provision for a portable oxygen bottle. 

2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a high priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
neonatal transport incubators be classified 
into class 11 because the Panel believes that, 
although the device is life sustaining and life 
supporting, sufficient scientific and medical 
data exist to establish an adequate 
performance standard to assure the safety 
and effectiveness of the device. The Panel 
recommends that the standard address noise 
levels, electrical safety, accuracy and 
reliability of temperature control, and 
accuracy of oxygen delivery. The Panel also 
recommends that the duration of the device’s 
portable power supply last at least 1 hour, 
that the device be designed to minimize 
radiant heat loss, and that the device include 
restraining belts for the infant. The Panel 
believes that general controls would not 
provide sufficent control over the device 
characteristics. The Panel also recommends 
that the labeling provide instructions for 
cleaning and sterlilizing the device. In 
addition, the Panel recommends that the 
device be used only by or on the order of a 
physician. 

4. Summary of data on which the 
recommendation is based: The Pane! based 
its recommendation on the Panel members' 
personal knowledge of, and clinical 
experience with, the device. The Panel also 
based its recommendation on the infant 
warmer and incubator standard developed by 
the Emergency Care Research Institute under 
contract with FDA (Ref. 1). 


5. Risks to health: (a) Infant fatality: 

Because the device provides total support to 
the infant, a failure of its power source could 
result in death, (b) Radiant heat loss: If the 
device is not designed to minimize radiant 
heat toss, the patient could become 
hypothermic, (c) Injury during transportation: 
If restraining belts are not included with the 
device to secure the infant, there is a 
possibility of injury during transportation, (d) 
Hearing loss: If noise levels of the air fan are 
not controlled, the infant may suffer hearing 
loss. 

(e) Electrical shock: Improper device design 
and construction or device malfunction can 
result in electrical shock, (f) Hypothermia or 
hyperthermia: U the temperature level in the 
device is not adequately controlled, 
hypothermia or hyperthermia in the (j^fant 
could result, (g) Hyperoxia or hypoxia: If the 
flow meters in the device do not accurately 
control the amount of oxygen delivered, the 
infant may suffer hyperoxia (excessive 
oxygen in body tissues) or hypoxia 
(inadequate oxygen in body tissues), which 
could lead to retrolental fibroplasia 
(blindness and other eye damage) and 
possible brain damage, (h) Infection: If the 
device is not able to be cleaned and sterilized 
properly, there is a risk to the infant of 
infection. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and its proposing that 
neonatal transport incubators be 
classified into class II (performance 
standards). The agency recognizes that 
neonatal transport incubators have beeri 
successfully used in neonatal care for 
many years. In appropriate applications, 
the benefits of using this device far 
outweigh the risks. The agency agrees 
with the Panel's belief that, although the 
device is life sustaining and life 
supporting, sufficient scientific and 
medical data exist to establish a 
standard to provide reasonable 
assurance of the safety and 
effectiveness of the device. FDA 
believes that a performance standard is 
necessary because general controls 
alone are insufficient to control the risks 
to health presented by the device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. ’The Development of a Standard for 
Infant Warmers and Incubators.’’ Final 
Report. Emergency Care Research Institute. 
Plymouth Meeting, PA, September 1976. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 


by adding new § 880.5410, to read as 
follows: 

§ 880.5410 Neooetal transport incubator. 

(a) Identification. A neonatal 
transport incubator is a device 
consisting of a portable rigid boxlike 
enclosure with insulated walls in which 
an infant may be kept in a controlled 
environment while beinj> transported for 
medical care. The device may include 
straps to secure the infant, a battery- 
operated heater, an AC-powered battery 
charger, a fan to circulate the warmed 
air. a container for water to add 
humidity, and provision for a portable 
oxygen bottle. 

(b) Classification . Class II 
(performance standards). 

Interested persons may, on or before 
October 23.1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 9,1979. 

William F. Randolph, 

Acting Associate Commissioner fur 
Regulatory Affairs. 

|FR Doc. 79-20068 Filed 8-23-79: M6 am| 

BILLING COOE 4110-03-M 


[21 CFR Part 880) 

(Docket No. 78N-1380J 

Medical Devices; Classification of 
Pressure Infusors for I.V. Bags 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying pressure infusors for I.V. 
bags into class II (performance 
standards). FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel and the Anesthesiology Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
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actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: The written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin. Bureau of Medical 
Devices, (HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, and the 
Anesthesiology Device Classification 
Panel, FDA advisory committees, made 
the following recommendation regarding 
the classification of pressure infusors for 
I.V. bags: 

1. Identification: A pressure infusor for an 
l.V. bag is a device consisting of an inflatable 
cuff which is placed around an I.V. bag. 

When the device is inflated, it increases the 
pressure on the I.V. bag to assist the infusion 
of the fluid. The General Hospital and 
Personal Use Device Classification Panel 
identified this generic type of device under 
the name “intravenous (I.V.) bag pressure 
infusion device.” The Anesthesiology Device 
Classification Panel identified this generic 
type of device under the name “manual 
infusion apparatus." 

2. Recommended classification: Class II 
(performance standards). The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
establishing a performance standard for this 
device be a medium priority. The 
Anesthesiology Device Classification Panel 
recommends that establishing a performance 
standard for this device be a low priority. 

3. Summary of reasons for 
recommendation: Both Panels recommend 
that pressure infusors for I.V. bags be 
classified into class II because the Panels 
believe that a performance standard is 
needed for this device to assure accuracy in 
the amount of pressure exerted by the device 
on the bag. The Panels believe that general 
controls would not provide sufficient control 
over this characteristic. The Panels believe 
that a performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a 
performance standard to provide such 
assurance. 


4. Summary of data on which the 
recommendations are based: The Panels 
based their recommendations on the Panel 
members’ personal knowledge of, and clinical 
experience with, the device. The General 
Hospital and Personal Use Device 
Classification Panel also based its 
recommendation on an article in the 
literature that describes a device for 
maintaining constant pressure in a pressure 
infusor (Ref. 1). 

5. Risks to health: (a) Inappropriate 
therapy: If the cuff is not large enough to 
exert even pressure on the I.V. bag, or if the 
valve or connectors in the cuff fail, the flow 
rate may decrease causing inappropriate 
therapy. The General Hospital and Personal 
Use Device Classification Panel identified the 
following additional risk to health: (b) Air 
embolism: Overinflation of the device may 
cause the plastic I.V. bag to rupture and 
allow air to be infused, resulting in air 
embolism. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendations and is proposing that 
the pressure infusor for I.V. bags be 
classified into class II (performance 
standards). The agency has reviewed 
the recommendation of the General 
Hospital and Personal Use Device 
Classification Panel for the intravenous 
(I.V.) bag pressure infusion device and 
the recommendation of the 
Anesthesiology Device Classification 
Panel for the manual infusion apparatus 
and has concluded that the device 
should be named “pressure infusor for 
I.V. bags” and its classification be 
published in the part of the Code of 
Federal Regulations for General 
Hospital and Personal Use Devices. The 
agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Houghton, I. T„ “A Constant Pressure 
Infusor," Anaesthesia, 31:73-75,197a 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1). the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 


by adding new § 880.5420, to read as 
follows: 

§ 880.5420 Pressure Insusor for an I.V. 
bag. 

(a) Identification . A pressure infusor 
for an I.V. bag is a device consisting of 
an inflatable cuff which is placed 
around an I.V. bag. When the device is 
inflated, it increases the pressure on the 
I.V. bag to assist the infusion of the 
fluid. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory A f fairs . 

(FR Doc. 79-26069 Filed 0-23-79; 8:45 urn] 

BILLING CODE 4110-03-41 


[21 CFR Part 880J 
(Docket No. 78N-1308] 

Medical Devices; Classification of 
Nonelectrically Powered Fluid 
Injectors 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying nonelectrically powered fluid 
injectors into class II (performance 
standards). FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
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30 days after the date of its publication 
in the Federal Register. 

ADDRESS: Written comments to the 
office of the Hearing Clerk [HFA-305), 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470). Food and Drug 
Administration. Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave. f Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of nonelectrically powered 
fluid injectors: 

1. Identification: A nonelectrically powered 
fluid injector is a nonelectrically powered 
device used to give a hypodermic injection by 
means of a narrow, high velocity jet of fluid 
which can penetrate the surface of the skin 
and deliver the fluid to the body. It may be 
used for mass inoculations. 

2. Recommended classification: Class 11 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a medium priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
nonelectrically powered fluid injectors be 
classified into class II because the Panel 
believes that a performance standard is 
needed for this device to assure the accuracy 
of the amount of fluid administered to the 
patient and the accuracy of the pressure of 
the injection. The Panel believes that general 
controls would not provide sufficient control 
over these characteristics. The Panel believes 
that a standard would provide reasonable 
assurance of the safety and effectiveness of 
the device and that there is sufficient 
information to establish a standard to 
provide such assurance. The Panel 
recommends that FDA determine which 
drugs can be administered with this device. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of, and clinical 
experience with, the device, manufacturers' 
presentations and data presented at the 
November 6,1978 Panel meeting (Ref. /), and 
articles in the literature which evaluate the 
use of jet injectors for mass immunizations 
(Refs. 2 through 5). 

5. Risks to health: (a) Inappropriate 
therapy: If the amount of fluid administered 
to the patient is inaccurate, the patient will 
receive inappropriate therapy. Also, If the 
pressure of the injection is inaccurate, fluid 
may be injected at a different level below the 


surface of the skin from that intended. This 
could alter the absorption of the fluid, which 
could lead to inappropriate therapy. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
nonelectrically powered fluid injectors 
be classified into class II (performance 
standards). The agency has reviewed 
the Panel recommendation that FDA 
determine which drugs can be 
administered with this device and ha9 
determined that each drug must be 
considered individually for 
administration with nonelectrically 
powered fluid injectors. The agency will 
consider at a later date which drugs can 
be administered with the device. The 
agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health* 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard to provide this assurance. 

References 

The following information has been 
placed in the offide of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m to 4 p.m., 
Monday through Friday. 

1. Minutes of the General Hospital and 
Personal Use Device Classification Panel 
Meeting. Washington, DD, Nov. 6.1978. 

2. Cohn. M. L, R. A. Chez, et ah. "Use of Jet 
Insulin Injection in Diabetes Mellitus 
Therapy," Diabetes, 21(t):39-44. January 1972. 

3. Cohn, M. L., R. A. Hing9on, et al. 
“Clinical Experience with Jet Insulin Injection 
in Diabetes Mellitus Therapy: A Clue to the 
Pathogenesis of Lipodystrophy." Alabama 
Journal of Medical Sciences, 11(3):265—72, 
1974. 

4. Millar. J. D., L. Morris, et a!., "The 
Introduction of Jet Injection Mas9 
Vaccination into the National Smallpox 
Eradication Program of Brazil." Tropical and 
Geographical Medicine, 23:89-101,1971. 

5. Neufeld. P. D., and L Katz, "Comparative 
Evaluation of Three Jet Injectors for Mass 
Immunization," Canadian Journal of Public 
Health, 6&513-516, November/December 
1977. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5430. to read as 
follows: 


§ 880.5430 Nonelectrically powered fluid 
injector. 

[a) Identification. A nonelectrically 
powered fluid injector is a 
nonelectrically powered device used to 
give a hypodermic injection by means of 
a narrow, high velocity jet of fluid which 
can penetrate the surface of the skin and 
deliver the fluid to the body. It may be 
used for mass inoculations. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 15,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

IFR Doc. 79-28070 Filed 8-23-78; 8:45 am] 

BILLING CO DC 4110-03-M 


[21 CFR Part 880] 

I Docket No. 78N-1309) 

Medical Devices; Classification of 
Intravascular Administration Sets 

AGENCY: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying intravascular administration 
sets into class II (performance 
standards). FDA is also publishing the 
recommendations of the General 
Hospital and Personal Use Device 
Classification Panel and the 
Anesthesiology Device Classifiation 
Panel that this device be classified into 
class 11. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that infustion line filters, a 
component of intravascular 
administration sets, be classified into 
class I (general controls). The effect of 
classifying a device into class I is to 
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require that the device meet only the 
general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1970. 
dates: Comments by October 23,1979. 

It is proposed that the Final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere is this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
Anesthesiology Device Classification 
Panel, FDA advisory committees, made 
the following recommendations 
regarding the classification of 
intravascular administration sets: 

1. Identification: An intravascular 
administration set is a device used to 
administer fluids from a container to a 
patient’s vascular system through a needle or 
catheter inserted into a vein. The device may 
include the needle or catheter, tubing, a flow 
regulator, a drip chamber, an infusion line 
filter, connectors between parts of the set, a 
side tube with a cap to serve as an injection 
site, and a hollow spike to penetrate and 
connect the tubing to an I.V. bag or other 
infusion fluid container. The General 
Hospital and Personal Use Device 
Classification Panel identified this device as 
the “intravascular adminstration seL" The 
Anesthesiology Device Classification Panel 
identified this device as the “transfusion set" 
and described it as a device, sometimes in kit 
form, used to deliver blood to a patient. The 
General Hospital and Personal Use Device 
Classification Panel identified as infusion 
line filter, a component of an intravascular 
administration set, as a device connected to 
the infusion line tubing to prevent bacteria 
and particulates from entering the patient's 
vascular system. 

2. Recommended classification: Class 11 
(performance standards.) The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
establishing a performance standard for this 
device be a medium priority. The 
Anesthesiology Device Classification Panel 


recommends that establishing a performance 
standard for this device be a high priority. 

The General Hospital and Personal Use 
Device Classification Panel recommends that 
the infusion line filter be classified into class 
1 (general controls). The Panel also 
recommends that there be no exemptions for 
the infusion line filter. 

3. Summary of reasons for 
recommendation: The General Hospital and 
Personal Use Device Classification Panel 
recommends that the device be classified into 
class II because the Panel believes that a 
performance standard is needed to assure the 
compatibility of the connectors (components 
of the device that connect with other 
intravenous devices). The Panel believes that 
general controls would not provide sufficient 
control over this characteristic. The Panel 
also recommends that there be some 
mechanism for controlling the How rate (the 
rate at which the device permits fluids to 
flow into the vascular system). The Panel 
also recommends that the labeling state the 
length of time that the infusion line filter is 
effective and describe the proper use of the 
filter. 

The Anesthesiology Device Classification 
Panel recommends that the device be 
classified into class II because the device 
must operate effectively in life-threatening 
situations. The Panel notes that use of 
materials in the device that are not 
biocompatible may cause toxic, pyrogenic, or 
allergic reactions, and recommends a 
biocompatibility standard to control these 
hazards. The Panel also recommends that the 
standard assure the effectiveness of the filter, 
to minimize pulmonary thromboembolism, 
and that the device be designed so that air 
can be completely flushed from the system to 
prevent air emboli. Materials and 
connections must be leakproof to prevent 
introduction of air. Like the General Hospital 
and Personal Use Device Classification 
Panel, the Anesthesiology Device 
Classification Panel believes that 
standardization of connectors also is needed. 
The Panel also notes that a nonsterile device 
may introduce organisms and cause infection: 
however, use of a standard sterilization 
procedure can adequately control this 
hazard. The infusion rate should be 
adequately controllable to prevent over or 
under infusion. Both Panels believe that a 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a standard 
to provide such assurance. The General 
Hospital and Personal Use Device 
Classification Panel recommends that the 
in/ustion line filter be classified into class 1 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. 

4. Summary of data on which the 
recommendations are based: The Panels 
based their recommendations on the Panel 
members’ personal knowledge of, and clinical 
experience with, the device, 

5. Risks to health: Both Panels identified 
the following risks to health: (a) Infection: 

The spike can become cdhtaminated and 
cause infection when connecting the device 


to an infusion fluid container. Contamination 
and infection can occur when the outside 
shield or cap is removed to add medication. 
Also, if the infusion line filter is ineffective in 
removing pathogenic organisms, an infection 
could occur, (b) Inappropriate therapy: If 
there is an inadvertent change in the flow 
rate because of a faulty flow-rate controller 
or because the set has become disconnected, 
with resulting loss of medication, 
inappropriate therapy could result (c) 
Adverse tissue reaction: The use of materials 
in the device that have not demonstrated 
sufficient tissue compatibility may cause an 
adverse tissue raction. (d) Air embolism: If 
air cannot be flushed from the system or if a 
leak occurs in the tubing or at the connectors, 
an air embolism could result. The 
Anesthesiology Device Classification Panel 
also identified the following additional risk to 
health: (e) Pulmonary thromboembolism: If 
filtration of the intravascular fluid by the 
device is inadequate, harmful particles could 
enter the body, causing pulmonary 
thromboembolism. 

Proposed Classification 

FDA agrees with the 
recommendations of the General 
Hospital and Personal Use Device 
Classification Panel and the 
Anesthesiology Device Classification 
Panel and is proposing that 
intravascular administration sets be 
classified into class II (performance 
standards). The agency disagrees with 
the recommendation of the General 
Hospital and Personal Use Device 
Classification Panel that infusion line 
filters be classified into class I (general 
controls) because the agency has 
concluded that this device is a 
component of intravascular 
administration sets and, therefore, 
should be classified in the same clas 9 as 
the device of which it is a part. The 
agency has reviewed the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel for intravascular administration 
sets and the recommendation of the 
Anesthesiology Device Classification 
Panel for transfusion sets and has 
concluded that the device should be 
named "intravascular administration 
set" and its classification be published 
in the part of the Code of Federal 
Regulations for General Hospital and 
Personal Use Devices. The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
this device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a standard to provide such 
assurance. 
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Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-540 (21 
U.S.C. 350c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 800 in Subpart F 
by adding new § 880.5440, to read as 
follows: 

§ 880.5440 Intravascular administration 
set 

(a) Identification. An intravascular 
administration set is a device used to 
administer fluids from a container to a 
patient’s vascular system through a 
needle or catheter inserted into a vein. 
The device may include the needle or 
catheter, tubing, a flow regulator, a drip 
chamber, an infusion line Filter, 
connectors between parts of the set, a 
side tube with a cap to serve as an 
injection site, and a hollow spike to 
penetrate and connect the tubing to an 
I.V. bag or other infusion fluid container. 

(b) Classification. Class II 
(performance standards),^ 

Interested persons may, on or before 
October 23.1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 9.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-26071 Filed 6-29-79; 8;45 am) 

BILLING CODE 4110-03-11 


[21 CFR Part 880] 

[Docket No. 78N-1310] 

Medical Devices; Classification of 
Patient Care Reverse Isolation 
Chambers 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying patient care reverse isolation 
chambers into class II (performance 
standards). FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 


class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of patient care reverse 
isolation chambers: 

1. Identification: A patient care reverse 
isolation chamber is a device consisting of a 
roomlike enclosure designed to prevent the 
entry of harmful airborne material. Thi9 
device protects a patient who is undergoing 
treatment for bums or is lacking a normal 
immunosuppressive defense due to therapy 
or congenital abnormality. The device 
includes fans and air filters which maintain 
an atmosphere of clean air at a pressure 
greater than the air pressure outside the 
enclosure. 

2. Recommended classification: Class 11 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a medium priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
patient care reverse isolation chambers be 
classified into class II because the Panel 
believes that a performance standard is 
necessary to assure that the filters in the 
device are effective in preventing the passage 
of microorganisms. Performance 
characteristics, including the accuracy and 
reliability of, and any limitations on, the 
device’s functions, should be described in the 
labeling. Hospital personnel should take 
precautions to ensure that dust and other 
particulates do not plug the device's filters 
and thus reduce air flow or change the air 


flow pattern. The Panel believes that general 
controls would not provide sufficient control 
over these characteristics. The Panel believes 
that a performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a standard 
to provide such assurance. 

4. Summary of data on which the 
recommendations is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. The Panel also 
considered an article evaluating particulate 
air filters prepared by the Wilmot Castle Co. 
under a contract with the Jet Propulsion 
Laboratory (Ref. 1). The article concludes 
that: (a) Areas of particulate penetration may 
be related to increased velocity of particles 
through holes in the filter media or frames: 

(b) the efficiency level of a filter should be 
tested before each use; and (c) high efficiency 
particulate air filters having an efficiency 
exceeding 99.99 percent can remove from a 
gas stream all particles of a size greater than 
0.5 micrometer. 

Risks to health: (a) Infection: If the device s 
filter is not effective in preventing the 
passage of microorganisms, microorganisms 
may come into contact with the patient and 
cause infection. Also, if the air flow pattern is 
interrupted by dust or other particulates 
plugging the filters or by a power failure, 
organisms transmitted from the hospital staff 
could cause infection in the patient. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
patient care reverse isolation chambers 
be classified into class II (performance 
standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above), and may be seen by 
interested persons, from 9 a.m. to 4 p.m.. 
Monday through Friday. 

1. Irons, A. S., “Microbiological Evaluation 
of High Efficiency Particulate Air (HEPA) 
Filters,’’ Jet Propulsion Laboratories, Spare 
Programs Summary No. 37-43, IV:53~58, 
February 28,1967. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
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by adding new § 880.5450, to read as 
follows: 

§ 880.5450 Patient care reverse isolation 
chamber. 

(a) Identification. A patient care 
reverse isolation chamber is a device 
consisting of a roomlike enclosure 
designed to prevent the entry of harmful 
airborne material. This device protects a 
patient who is undergoing treatment for 
burns or is lacking a normal 
immunosuppressive defense due to 
therapy or congenital abnormality. The 
device includes fans and air filters 
which maintain an atmosphere of clean 
air at a pressure greater than the air 
pressure outside the enclosure. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 15.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

| FR Doc 7V-sa072 Filed 8-23-79; 8.45 am) 

BILLING CODE 4110-03-M 


(21CFR Part 8801 

(Docket No. 78N-1311J 

Medical Devices; Classification of Jet 
Lavages 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying jet lavages into class II 
(performance standards). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class 1 
is to require that the device meet only 
the general controls applicable to all 
devices. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 


After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 

DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring. MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of jet lavages: 

1. Identification: A jet lavage is a device 
used to clean a wound by a pulsatile jet of 
sterile fluid. The device consists of the 
pulsing head, tubing to connect to a container 
of sterile fluid, and a means of propelling the 
fluid through the tubing, such as an electric 
roller pump. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Pane! recommends that 
the jet lavage be classified into class I 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel recommends that this 
device be exempt from premarket notification 
under section 510(k) of the act because the 
Panel believes that FDA does not need to 
receive premarket notification of a 
manufacturer's intent to market this simple 
device. The Pane! recommends that this 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and that defects are readily 
apparent to the user. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members* 


personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: (a) Bacteremia (the 
presence of bacteria in the blood): If the 
sterile fluid pressure is too high, the fluid 
impact could force bacteria into an open 
blood vessel and bacteremia could result, (b) 
Soft tissue trauma: If the fluid pressure is too 
high, soft tissue trauma may result. 

Proposed Classification 

FDA disagrees with the Panel 
recommendation and is proposing that 
jet lavages be classified into class 11 
(performance standards). The agency 
believes that a performance standard is 
needed for this device because general 
controls alone are insufficient to control 
the risks to health presented by the 
device. The agency believes that a 
performance standard is needed to 
control the fluid pressure generated by 
the device to reduce the risk of 
bacteremia and soft tissue trauma. 
Because most of the devices are a.c. 
electrically powered, the agency also 
believes that the electrical properties of 
the device must be controlled through an 
electrical safety standard. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide such assurance. 

Because the agency has decided that 
jet lavages should be classified into 
class II rather than class 1, the agency is 
not required to publish a regulation 
adopting or rejecting the Panel 
recommendation that this device be 
exempt from premarket notification 
under section 510(k) of the act or from 
the good manufacturing practice 
regulation under section 520(f) of the act 

FDA disagrees with the Panel's 
recommendation that manufacturers of 
jet lavages be exempt from all 
requirements under section 510 of the 
act. Under section 510(g)(4), the agency 
may exempt a manufacturer from 
section 510 only upon a finding that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of jet lavages, 
the agency cannot make the required 
finding. To protect the public health, the 
agency needs to require manufacturers 
of this device to register and to list their 
products with FDA, so that the agency is 
able to identify the firms manufacturing 
this device and to conduct necessary 
inspections. Premarket notification by 
these manufacturers assures that FDA 
learns of new products, and of 
significant modifications of existing 
products, for which premarket approvaJ 
is required. 

Because the agency is proposing that 
jet lavages be classified into class II, 
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FDA disagrees with the Panel’s 
recommendation that manufacturers of 
jet lavages be exempt from the good 
manufacturing practice (GMP) 
regulation under section 520(0 of the act. 
The agency believes that compliance 
with this regulation is necessary to 
assure the quality of this device and 
thus its safety, effectiveness, and 
compliance with the adulteration and 
misbranding provisions of the act. 
Compliance with the GMP regulation 
will help prevent production of jet 
lavages having defects that could harm 
users. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drug 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5475, to read as 
follows: 

§ 880.5475 Jet lavage. 

(a) Identification. A jet lavage is a 
device used to clean a wound by a 
pulsatile jet of sterile fluid. The device 
consists of the pulsing head, tubing to 
connect to a container of sterile fluid, 
and a means of propelling the fluid 
through the tubing, such as an electric 
roller pump. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23.1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration Rm. 4-65. 5600 Fishers 
Lane. Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of ail comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffait's. 

IKK Doc. 79-28073 Filed 8-23-79; 8:45 am] 

BILLING CODE 4110-03-M 


[21 CFR Part 8801 

(Docket No. 78N-1312J 

Medical Devices; Classification of AC- 
Powered Patient Lifts 

agency: Food and Drug Administration. 
action: Proposed rule. 


summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying AC-powered patient lifts into 
class II (performance standards). FDA is 
also publishing the recommendation of 
the General Hospital Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health. 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital Device 
Classification Panel, an FDA advisory 
committee, made the following 
recommendation with respect to the 
classification of AC-powered patient 
lifts: 

1. Identification: An AC-powered patient 
lift is an electrically’powered device, either 
fixed or mobile, used to lift and transport a 
patient in the horizontal or other required 
position from one place to another, as from a 
bed to a bath. The device includes straps and 
slings to support the patient. 

2. Recommended classification: Class 11 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a low priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
AC-powered patient lifts be classified into 
class li because the Panel believes that the 
electrical properties of the device must be 
controlled through an electrical safety 
standard. The Panel believes that general 
controls would not provide sufficient control 
over this characteristic. The Panel also 
recommends that the labeling provide 
instructions for the use of the device in the 


presence of water or other liquids, and stale 
the weight capacity of the device. The Panel 
believes that a performance standard would 
provide reasonable assurance of the safety 
and effectiveness of the device, and that 
there is sufficient information to establish a 
standard to provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members 
personal knowledge of and clinical 
experience with, the device. 

5. Risks to health: |al infection: The straps 
or slings should be disposable or cleanable to 
prevent the spread of infection. 

(b) Electrical shock: Improper design and 
construction or device malfunction can result 
in electrical shock, (c) Patient injury: If the 
device carries a load that exceeds its weight 
capacity, it may break *nd injure the patient. 

Proposed Classification 

FDA agrees with he Panel 
recommendation and is proposing that 
the AC-powered patient lift be classified 
into class II (performance standards). 
The agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficent to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
believes that there is sufficient 
information to establish a standard to 
provide reasonable assurance of the 
safety and effectiveness of the device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1). the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5500, to read as 
follows: 

§ 880.5500 AC-powered patient lift 

(a) Identification. An AC-powered 
patient lift is an electrically powered 
device either fixed or mobile, used to lift 
and transport patients in the horizontal 
or other required position from one 
place to another, as from a bed to a 
bath. The device includes straps and 
slings to support the patient. 

(b) Classification. Class il 
(performance standards). 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
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document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m.. Monday through Friday. 

Dated: August f5 1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs 
|FR Doc. 79-26074 Filed *-23-79.8:45 amj 
BILLING CODE 4110-03-M 


[21 CFR Part 8801 

[Docket No. 78N-13131 

Medical Devices; Classification of 
Nonelectrical Patient Lifts 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying nonelectrical patient lifts into 
class I (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are^being taken under the 
Medical Device Amendments of 1976. 
OATES: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
05 , 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration. Department of Health. 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring. MD 20910, 301-427- 
7555 . 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, and FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of nonelectrical patient 
lifts: 


1. Identification: A nonelectrical patient lift 
is a hydraulic or mechanically powered 
device, either fixed or mobile, used to lift and 
transport a patient in the horizontal or other 
required position from one place to another, 
as from a bed to a bath. The device includes 
straps and slings to support the patient. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
the nonelectrial patient lift be classified into 
class 1 because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The Panel 
recommends that the labeling state the 
weight capacity of the device. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members* 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: Patient injury: If the 
device carries a load that exceeds its weight 
capacity, it may break and may injure the 
patient. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
nonelectrical patient lifts be classified 
into class I (general controls) with no 
exemptions. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513. 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drug9 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5510, to read as 
follows: 

§ 880.5510 Nonelectrical patient lift 

(a) Identification. A nonelectrical 
patient lift is a hydralic or mechanically 
powered device, either fixed or mobile, 
used to lift and transport a patient in the 
horizontal or other required position 
from one place to another, as from a bed 
to a bath. The device includes'Straps 
and slings to support the patient. 

(b) Classification . Class I (general 
controls). 

Interested persons may, on or before 
October 23.1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 


seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 9.1979. 

William F Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc 79-28075 Filed 8-23-79: 8 45 am| 

BILLING CODE 4110-03-W 


[21 CFR Part 880] 

l Docket No. 78N-13141 

Medical Devices; Classification of 
Alternating Pressure Air Flotation 
Mattresses 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying alternating pressure air 
flotation mattresses into class 11 
(performance standards). FDA is also 
publishing the recommendation of the 
Physical Medicine Device Classification 
Panel that the alternating pressure 
mattress be classified into class 11. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that alternating pressure air 
flotation mattresses be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments. FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

DATES: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

address: Written comments to the 
Office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane. Rockville,-MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470). Food and Drug 
Administration. Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-^127- 
7555. 
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SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
Physical Medicine Device Classification 
Panel. FDA advisory committees, made 
the following recommendations with 
respect to the classification of 
alternating pressure air flotation 
mattresses: 

1. Identification: An alternating pressure 
air flotation mattress is a mattress with 
multiple air cells that can be filled and 
emptied in an alternating pattern by an 
associated control unit, to provide regular, 
frequent, and automatic changes in the 
distribution of body pressure. The device is 
used to prevent and treat decubitus ulcers 
(bed sores). The Physical Medicine Device * 
Classification Panel identified this generic 
type of device under the name “alternating 
pressure mattress.” The General Hospital and 
Personal Use Device Classsification Panel 
identified this generic type of device under 
the name “alternating pressure air flotation 
mattress.” 

2. Recommended classification: The 
Physical Medicine Device Classification 
Panel recommends that the alternating 
pressure mattress be classified into class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a tow priority. 

The General Hospital and Personal Use 
Device Classification Panel recommends that 
the device be classified into class I (general 
controls). The Panel recommends that the 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Physical Medicine 
Device Classification Panel recommends that 
the alternating pressure mattress be 
classified into class II (performance 
standards) because the Panel believes that 
there is a potential hazard of electrical shock 
in any AC-powered device. Therefore, an 
electrical safety standard is needed to control 
the electrical properties of the device. The 
Panel also expresses concern that an air leak 
may cause the device to fail. This hazard 
would not be recognized readily by a patient 
who has a sensation loss. The Panel believes 
that general controls would not provide 
sufficient control over these characteristics. 
The Panel also recommends that the labeling 
warn users to check the mattress regularly for 
loss of air pressure. The Panel believes that a 
standard would provide reasonable 
assurance of the safety and effectiveness of 
the device, and that there is sufficient 
information to establish a standard to 
provide such assurance. The General 
Hospital and Personal Use Device 
Classification Panel recommends that the 
device be classified into class 1 (general 
controls) because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 


effectiveness of the device. The Panel 
recommends that the labeling state the 
maximum weight capacity of the device and 
warn users to check the mattress regularly to 
make sure it is functioning properly. The 
Panel recommends that the device be exempt 
from good manufacturing practices under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and that defects are readily 
apparent to the user. 

4. Summary of data on which the 
recommendations are based: Both Panels 
based theirrecommendations on the Panel 
members’ personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: The Physical Medicine 
Device Classification Panel identified this 
risk to health: (a) Electrical shock: Improper 
design and construction or device 
malfunction can result in electrical shock. 

The General Hospital and Personal Use 
Device Classification Panel identified this 
risk to health: (b) Infection: If the mattress is 
difficult to clean, a risk of infection exists. 
Proposed Classification 

FDA agrees with the Physical 
Medicine Device Classification Panel 
recommendation and is proposing that 
the alternating pressure air flotation 
mattress be classified into class 11 
(performance standards). The agency 
has reviewed the recommendations of 
the Physical Medicine Device 
Classification Panel for the alternating 
pressure mattress and the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel for the alternating pressure air 
flotation mattress, and has concluded 
that the device should be named 
“alternating pressure air flotation 
mattress” and its classification be 
published in the part of the Code of 
Federal Regulations for General 
Hospital and Personal Use Devices. 

FDA disagrees with the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that this device by classified into 
class I (general controls) because the 
agency believes that a standard is 
needed to control the electrical 
properties of the device. Because the 
agency has determined that alternating 
pressure air flotation mattresses should 
be classified into class II rather than 
class 1, the agency is not required to 
publish a regulation adopting or 
rejecting the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that this 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act. The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 


would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a standard to provide this 
assurance. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subparl i ; 
by adding new § 880.5550. to read as 
follows: 

§ 880.5550 Alternating pressure air 
flotation mattress. 

(a) Identification. An alternating 
pressure air flotation mattress is a 
mattress with multiple air cells that can 
be filled and emptied in an alternating 
pattern by an associated control unit, to 
provide regular, frequent, and automatic 
changes in the distribution of body 
pressure. The device is used to prevent 
and treat decubitus ulcers (bed sores). 

(b) Classification. Class 11 
(performance standards). 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-26076 Filed 6-21-79; 6:45 am| 

BILUNG CODE 4110-03-44 

121 CFR Part 880J 

(Docket No. 78N-1315] 

Medical Devices; Classification of 
Heated Water Mattresses 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying heated water mattresses into 
class II (performance standards). FDA is 
also publishing the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class II. The 
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effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public . 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the Final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring. MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of heated water 
mattresses: 

1. Identification: A heated water mattress 
is a device consisting of a mattress of 
suitable size. Filled with water which can be 
heated or in some cases cooled, and used for 
therapy. The device includes electrical 
heating and water circulating components, 
and an optional cooling component. The 
temperature control may be manual or 
automatic. 

2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a medium priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
the heated water mattress be classiFied into 
class II because the Panel believes that a 
performance standard is needed for this 
device to assure proper temperature control. 
The Panel also believes that the electrical 
properties of this device must be controlled 
through an electrical safety standard. The 
Panel believes that general controls would 
not provide sufficient control over these 
characteristics. In addition, the Panel 
recommends that the device be cleanable. 

The Panel believes that a standard would 
provide reasonable assurance of the safety 
and effectiveness of the device, and that 
there is sufficient information to establish a 
standard to provide such* assurance. 


4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members* 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: (a) Patient bums: If the 
temperature control mechanism fails, the 
device may become overheated and bum the 
patient. Hot water leaking from the mattress 
also could bum the patient, (b) Infection: If a 
mattress is difficult to clean, there is a risk of 
infection, (c) Electrical shock: Improper 
design and construction or device 
malfunction could result in electrical shock. 

Proposed ClassiFication 

FDA agrees with the Panel 
recommendation and is proposing that 
the heated water matress be classified 
into class II (performance standards). 
The agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide such assurance. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5560, to read as 
follows: 

§ 880.5560 Heated water mattress. 

(a) Identification. A heated water 
mattress is a device consisting of a 
mattress of suitable size, filled with 
water which can be heated or in some 
cases cooled, and used for therapy. The 
device includes electrical heating and 
water circulating components, and an 
optional cooling component. The 
temperature control may be manual or 
automatic. 

(b) Classification. Class II 
(performance standards). 

Interested persons may. on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 


Dated: August 9.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-28077 Filed B-Z3-79: 8:45 a rn) 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

[Docket No. 78N-1316] 

Medical Devices; Classification of 
Hypodermic Single Lumen Needles 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying hypodermic single lumen 
needles into class II (performance 
standards). FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring. MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of hypodermic single 
lumen needles: 

1. Identification: A hypodermic single 
lumen needle is a device consisting of a tube 
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that is sharpened at one end and shaped at 
the other end with a female connector (hub) 
to mate with the male connector (nozzle) of a 
piston syringe or an intravascular 
administration set. It is used to inject fluids 
into, or withdraw fluids from, parts of the 
body below the surface of the skin. 

2. Recommended classification: Class 11 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a medium priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
hypodermic single lumen needles be 
classified into class 11 because the Panel 
believes that a performance standard is 
needed for this device to assure proper 
connection between the “female” connector 
(hub) of the needle and the “male" connector 
(nozzle) of the syringe. The Panel believes 
that general controls would not provide 
sufficient control over this characteristic. The 
Panel believes that a performance standard 
would provide reasonable assurance of the 
safety and effectiveness of the device and 
that there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: (a) Leakage of 
medication: Improper connection could cause 
leakage of medication at the connecting site 
and failure of therapy. Also, leakage of 
medication could cause drug hypersensitivity 
in the administering health care personnel 
exposed to the medication, (b) Infections: 
Improper sterilization of the device may 
result in infection in the patient, (c) Tissue 
trauma: If the needle point is not properly 
finished and sharp, there is a possibility of 
tissue trauma. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
the hypodermic single lumen needle be 
classified into class II (performance 
standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513. 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5570. to read as 
follows: 


§ 880.5570 Hypodermic single lumen 
needle. 

(a) Identification. A hypodermic 
single lumen needle is a device 
consisting of a tube that is sharpened at 
one end and shaped at the other end 
with a female connector (hub) to mate 
with the male connector (nozzle) of a 
piston syringe or an intravascular 
administration set. It is used to inject 
fluids into, or withdraw fluids from, 
parts of the body below the surface of 
the skin. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 15.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-26078 Filed 8-23-79; 845 ami 

BILUNG CODE 4110-03-M 


(21 CFR Part 8801 

(Docket No. 78N-1317J 

Medical Devices; Classification of 
Nipple Shields 

agency: Food and Drug Administration. 
ACTION: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying nipple shields into class I 
(general controls). FDA is also 
publishing the recommendation of the 
Obstetrical and Gynecological Device 
Classification Panel that nipple shields 
be classified into class I. The effect of 
classifying a device into class I is to 
require that the device meet only the 
general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 197a 
DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 


address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Obstetrical and Gynecological 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of nipple shields: 

1. Identification: A nipple shield is a device 
consisting of a cover used to protect the 
nipple of a nursing woman. 

2. Recommended classification: Class 1 
(general controls). The Panel recommends 
that there be no exemptions. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
nipple shields be classified into class 1 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge or, and clinical 
experience with, the device. These simple 
devices have been widely used for many 
years. 

5. Risks to health: (a) Skin irritation: The 
material used in this device may irritate the 
skin. 

Proposed Classification 

FDA agrees with the Obstetrical and 
Gynecological Device Classification 
Panel recommendation and is proposing 
that the nipple shield be classified into 
class I (general controls) with no 
exemptions. The agency has concluded 
that because this device has many 
general uses, its classification should be 
published in the part of the Code of 
Federal Regulations for General 
Hospital and Personal Use Devices. The 
agency believes that general controls 
are sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
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by adding new § 880.5630. to read as 

follows: 

§ 880.5630 Nipple shield. 

(a) Identification. A nipple shield is a 
device consisting of a cover used to 
protect the nipple of a nursing woman. 

(b) Classification. Class I (general 
controls). 

Interested persons may. on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 15.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|KK Doc. 79-28079 Filed 8-23-79; 8:45 am] 

BILLING CODE 4110-03-51 


[21CFR Part 8801 

(Docket No. 78N-13181 

Medical Devices; Classification of 
Lamb Feeding Nipples 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying lamb feeding nipples into 
class I (general controls). FT)A is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification panel that the 
device be classified into class 1. The 
effect of classifying a device into class 1 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1970. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers lane, Rockville. MD 
20857. 


FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring. MD 20910. 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A Proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of lamb feeding nipples: 

1. Identification: A lamb feeding nipple is a 
device intended to be used as speeding 
nipple for infants with oral or facial 
abnormalities. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and exempt from the good 
manufacturing paractice regulation under 
section 520(f) of the act (21 U.S.C. 380j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
lamb feeding nipples be classified into class I 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel recommends that this 
device be exempt from premarket notification 
under section 510(k) of the act because the 
Panel believes that FDA does not need to 
receive premarket notification of a 
manufacturer's intent to market this simple 
device. The Panel recommends that this 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act because the panel 
believes that the quality of the device is 
easily discernible and that defects are readily 
apparent to the user. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
lamb feeding nipples be classified into 
class I (general controls). The agency 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of a 
lamb feeding nipple be exempt from 
section 510(k) of the act. FDA is 
proposing that these manufacturers be 
subject to registration and device listing 


under section 510(a) through (j) of the 
act. but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulations (21 CFR Part 807). Under 
section 510(g)(4) of the act. the agency 
may exempt a manufacturer from 
section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a lamb 
feeding nipple, the agency cannot make 
the required finding. To protect the 
public health, the agency needs to be 
able to identify the firms manufacturing 
this device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning a lamb feeding 
nipple. The agency does not at this time 
anticipate that premarket approval will 
be required for this device. The agency 
believes that the semiannual updating of 
device listing under section 510(j)(2) will 
provide FDA with adequate notice 
concerning new products within this 
generic type of device. 

In response to the Panel's 
recommendation that manufacturers of a 
lamb feeding nipple be exempt from the 
device good manufacturing practice 
(GMP) regulation under section 520(0 of 
the act, FDA is proposing that a 
manufacturer of this device who does 
not label or otherwise represent it as 
sterile be exempt, in the manufacture of 
the device, from all requirements in the 
GMP regulation except § 820.180 (21 
CFR 820.180), with respect to general 
requirements concerning records, and 
§ 820.198 (21 CFR 820.198). with respect 
to complaint files. Based on available 
information about current practices used 
in the manufacture of the device and 
user experience with the device, the 
agency has determined that application 
of the GMP regulation, other than 
§ § 820.180 and 820.198, is unlikely to 
improve the safety and effectiveness of 
the device. The agency believes, 
however, that manufacturers of a Iamb 
feeding nipple, even when it is not 
labeled or otherwise represented as 
sterile, must still be required to comply 
with the complaint file requirements of 
§ 820.198 to ensure that these 
manufacturers have adequate systems 
for complaint investigation and 
followup. The agency also believes that 
manufacturers of a lamb feeding nipple 
must still be required to comply with the 
general requirements concerning records 
in $ 820.180 to ensure that FDA has 
access to complaint files, can investigate 
device-related injury reports and 
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complaints about product defects, may 
determine whether the manufacturer’s 
corrective actions are adequate, and 
may determine whether the exemption 
from other sections of the GMP 
regulation is still appropriate. A 
manufacturer of a lamb feeding nipple 
that is labeled or otherwise represented 
as sterile is, in the manufacture of this 
device, subject to the GMP regulation in 
its entirety. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5640, to read as 
follows: 

§ 880.5640 Lamb feeding nipple. 

(a) Identification. A lamb feeding 
nipple is a device intended to be used as 
a feeding nipple for infants with oral or 
facial abnormalities. 

(b) Classification. Class 1 (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. If 
the device is not labeled or otherwise 
represented as sterile, it also is exempt 
from the good manufacturing practice 
regulation in Part 820 of this chapter, 
with the exception of § 820.180, with 
respect to general requirements 
concerning records, and § 820.198, with 
respect to compliant files. 

Interested persons may, on or before 
October 23.1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m., Monday through 
Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc. 79-20060 Filed ft-23-79: 8:45 am| 

BILLING CODE 4110-03-M 


121 CFR Part 880) 

lDocket No. 78N-1319] 

Medical Devices; Classification of 
Infant Position Holders 

AGENCY: Food and Drug Administration. 


action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying infant position holders into 
class I (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a Final 
regulation classifying the device. These 
actions are being taken under the ' 
Medical Device Amendments of 1976. 
DATES: Comments by October 23,1979. 

It is proposed that the Final regulation 
based on tnis proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910. 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, and FDA 
advisory committee, made the following 
recommendation regarding the 
classification of infant position holders: 

1. Identification: An infant position holder 
is a device used to hold an infant in a desired 
position for therapeutic and diagnostic 
purposes, e g., in a crib under a radiant 
warmer. The Panel considered this generic 
type of device under the name “tillable cradle 
bed.” 

2. Recommended classiFication: Class I 
(general controls). The Panel recommends 
that the device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
infant position holders be classiFied into class 
I because the Panel believes that general 
controls are sufFicient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel recommends that this 
device be exempt from the good 
manufacturing practice regulation under 


section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and defects are readily 
apparent to the user. 

4. Summary of data on which the 
recommendation is based: The Panel 
members based their recommendation on 
their personal knowledge of, and clinical 
experience with, this device. 

5. Risks to health: Patient injury: If the 
device is not stable or if the straps holding 
the infant cannot be made secure, the infant 
may fail and be injured. 

Proposed ClassiFication 

FDA agrees with the Panel 
recommendation and is proposing that 
infant position holders be classiFied into 
class I (general controls). The agency 
believes that general controls are 
sufFicient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of 
an infant position holder be exempt 
from the device good manufacturing 
practice (GMP) regulation under section 
520(f) of the act, FDA is proposing that a 
manufacturer of this device be exempt, 
in the manufacture of the device, from 
all requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180). with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
Files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of an infant position 
Jholder must still be required to comply 
with the complaint file requirements of 
§ 820.198 to ensure that these 
manufacturers have adequate systems 
for complaint investigation and 
followup. The agency also believes that 
manufacturers of an infant position 
holder must still be required to comply 
with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint Files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
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Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5680, to read as 

follows: 

£ 880.5680 Infant position holder. 

(a) Identification. An infant position 
holder is a device used to hold an infant 
in a desired position for therapeutic and 
diagnostic purposes, e.g., in a crib under 
a radiant wanner. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
good manufacturing practice regulation 
in Part 820 of this chapter, with the 
exception of § 820.180. with respect to 
general requirements concerning 
records, and 5 820.198, with respect to 
complaint files. 

Interested persons may. on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
to 4 p.m., Monday through Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[KR Doc. 79-28081 Filed 8-23-79.8:45 am| 

3 U. LING COOE 4110-03-41 


(21 CFR Part 880] 

[Docket No. 78N-1320] 

Medical Devices; Classification of 
Neonatal Phototherapy Units 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying neonatal phototherapy units 
into class II (performance standards). 
FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to ensure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 


taken under the Medical Device 

Amendments of 1978. 

dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, RM. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-^170). Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, and FDA 
advisory committee, made the following 
recommendation regarding the 
classification of neonatal phototherapy 
units: 

1. Identification: A neonatal phototherapy 
unit is a device used to treat or prevent 
hyperbilirubinemia (elevated serum bilirubin 
level). The derice consists of one or more 
lamps that emit a specific spectral band of 
light, under which an infant is placed for 
therapy. This generic type of device may 
include supports for the patient and 
equipment and component parts. 

2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a high priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
neonatal phototherapy units be classified into 
class II because the Panel believes that a 
performance standard is needed to ensure 
that the lamp in the device emits the most 
effective spectral band of light and does not 
emit ultraviolet light, which could increase 
the risk of skin cancer. The Panel believes 
that a performance standard is needed to 
regulate the amount and intensity of light 
administered to the patient and to ensure that 
the lamp is a proper distance from the 
patient. Also, if the neonatal phototherapy 
unit includes a dosimeter (a device that 
measures the dosage of light administered to 
the patient), the dosimeter should be 
accurate. Furthermore, the Panel believes 
that the electrical properties of the device 
must be controlled through an electrical 
safety standard. The Panel recommends that 
the labeling state the spectral band of the 
lamp, describe the recommended 
maintenance schedule for the device, and 
include a chart describing recommended 
doses for therapy. The Panel ulso 


recommends that the labeling include 
warnings that insensible (imperceptible) 
water los9 in the patient increases during 
therapy, that the patient may develop 
hyperthermia (body temperature above 98.8* 
F) during jherapy, and that the patient’s eyes 
should be protected during therapy. The 
Panel also recommends that the lamp be 
shielded to prevent injury to the patient from 
falling glass if the lamp breaks. The Panel 
recommends that this device be used only by. 
or under the direction of. a physician. The 
Panel believes that general controls would 
not provide sufficient control over these 
characteristics. The Panel believes that a 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a 
performance standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device, on presentations 
made at the January 15,1979, Panel Meeting 
(Ref. 7). and on several articles in the 
literature (Refs. 2 and J). Sisson et al. 
conducted a controlled study to evaluate the 
effect of three types of fluorescent lamps on 
serum bilirubin concentrations in three 
groups of newborn infants with physiologic 
jaundice (Ref. 2J. Each group consisted of 24 
infants. The study found that the lamp that 
most effectively reduced serum bilirubin 
concentrations was a special blue lamp with 
narrow spectral emissions of 420 to 470 
nanometers. The energy output of this lamp 
was 2.90 microwatts per square centimeter. In 
1972 the National Research Council of the 
National Academy of Sciences established a 
committee on phototherapy of the newbom 
infant. A preliminary report of the committee 
W89 published in 1974 (Ref. J). The report 
stated that there are adequate data to show 
that the serum bilirubin concentration in a 
premature infant can be prevented from 
rising if phototherapy is used for as long as 72 
hours, starting on the first day of life. The 
report stated that the use of light meters to 
measure exposures during phototherapy is 
inappropriate because these meters are 
designed to measure illuminance, which does 
not show the amount of electromagnetic 
radiation absorbed by the infant. The report 
recommends that spectral irradiance, spectral 
transmittance, and spectral absorptance be 
used to determine the amount of 
electromagnetic radiation absorbed by the 
infant. Spectral irradiance is the radiative 
power density of the incident light expressed 
in watts per square centimeter per unit 
wavelength over the entire spectral range to 
which the patient is exposed. Spectral 
transmittance is the amount of incident light 
transmitted through the epidermis and other 
tissues to the sites of photochemical 
reactions. Spectral absorptance is the amount 
of transmitted light absorbed by molecules 
that initiate photochemical reactions. The 
committee recommends that for the present, 
phototherapeutic dosage be defined as the 
product of spectral irradiance and time (Ref. 

3 ). 

5. Risks to health: (a) Bums: If the patient 
touches the lamp or if the lamp emits 
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radiation in the infrared or ultraviolet 
spectrum, bums could result, (b) Eye injury: If 
the patient’s eyes are not shielded, eye injury 
could result from radiation exposure, (c) 
Hyperthermia (body temperature above 98.6® 
F): If the patient is constantly exposed to the 
radiation, hyperthermia could result, (d) 
Toxicity reaction: The radiation emitted by 
the lamp may cause toxic substances to be 
formed in and leached from plastic 
intravenous (I.V.) tubing. These substances 
could be carried by the I.V. fluid into the 
patient’s blood system, resulting in a toxicity 
reaction, (e) Skin cancer If the device emits 
radiation in certain regions of the ultraviolet 
spectrum, there could be a risk of skin cancer, 
(f) Insensible (not easily perceived) water 
loss: The heat from the radiation of this 
device may cause insensible water loss in the 
patient, (g) Electrical shock: Improper device 
design and construction or device 
malfunction could result in an electrical 
shock, (h) Inability to absorb lactose, 
resulting in diarrhea: Phototherapy treatment 
may inhibit the patent’s intestinal lactase, 
preventing absorption of lactose and resulting 
in diarrhea, (i) Thrombocytopenia (subnormal 
number of platelets in the blood): 
Phototherapy may cause thrombocytopenia, 
(j) Inappropriate therapy: The level of serum 
bilirubin does not decrease in some infants 
who are treated with phototherapy, resulting 
in jaundice. Without appropriate patient 
monitoring, a delay of a necessary exchange 
blood transfusion could result, (k) Bronze 
baby syndrome: Infants undergoing 
phototherapy can develop bronze baby 
syndrome (a brown-black discoloration of the 
skin, serum, and urine). (1) Patient injiuy: If 
the lamp breaks, the patient could be injured 
by glass. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
neonatal phototherapy units be 
classified into class II (performance 
standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by this device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

References 

The following information has been placed 
in the office of the Hearing Clerk (address 
above) and may be seen by interested 
persons, from 9 a.m. to 4 p.m., Monday 
through Friday. 

1. Minutes of the General Hospital and 
Personal Use Device Classification Panel 
Meeting, Washington. DC. January 15.1979. 

2. Sisson. T. R.. N. Kendall, E. Shaw, and L 
Kechavarz-Oliai, "Phototherapy of Jaundice 
in the Newborn Infant. II. Effect of Various 
Light Intensities ,'' Journal of Pediatrics. 

81(1): 35-38. July 1972. 

3. Behrman, R. E.. A. K. Brown, et al., 
(National Academy of Sciences Committee). 


"Preliminary Report of the Committee on 
Phototherapy in the Newborn Infant," fournal 
of Pediatrics. 84(1): 135-147. January 1974. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5700, to read as 
follows: 

§ 880.5700 Neonatal phototherapy unit 

(a) Identification. A neonatal 
phototherapy unit is a device used to 
treat or prevent hyperbilirubinemia 
(elevated serum bilirubin level). The 
device consists of one or more lamps 
that emit a specific spectral band of 
light, under which an infant is placed for 
therapy. This generic type of device may 
include supports for the patient and 
equipment and component parts. 

(b) Classification . Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(re Doc 79-26062 Hied 8-23-79; 8.45 Bm) 

BILLING COO€ 4110-03-M 


[21 CFR Part 880) 

(Docket No. 78N-1321] 

Medical Devices; Classification of 
Infusion Pumps 

AGENCY: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying infusion pumps into class II 
(performance standards). FDA is also 
publishing the recommendations of the 
General Hospital and Personal Use 
Device Classification Panel, the 
Cardiovascular Device Classification 
Panel, and the Anesthesiology Device 
Classification Panel that infusion pump9 


be classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, the 
Cardiovascular Device Classification 
Panel, and the Anesthesiology Device 
Classsification Panel, FDA advisory 
committees, made the following 
recommendations regarding the 
classification of infusion pumps: 

1. Identification: An infusion pump is a 
device used to pump fluids into a patient in a 
controlled manner. The device may use a 
piston pump, a roller pump, or a peristaltic 
pump and may be powered electrically or 
mechanically. The device may include means 
to detect a fault condition, such as air in or 
blockage of the infusion line, and to activate 
an alarm. The General Hospital and Personal 
Use Device Classification Panel identified 
this generic type of device under the names 
"infusion pump" and "perfusion unit." The 
Cardiovascular Device Classification Panel 
identified this generic type of device under 
the name "cardiovascular infusion pump." 
The Anesthesiology Device Classification 
Panel identified this generic type of device 
under the name "powered infusion apparatus 
(except radiographic dye injection).’’ 

2. Recommended classification: Class U 
(performance standards). The Cardiovascular 
Device Classification Panel recommends that 
establishing a performance standard for this 
device be a high priority. The General 
Hospital and Personal Use Device 
Classification Panel and the Anesthesiology 
Device Classification Panel recommend that 
establishing a performance standard for this 
device be a medium priority. 
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3. Summary of reasons for 
recommendation: All three Panels 
recommend that infusion pumps be classified 
into class II because the electrical properties 
of this device must be controlled through an 
electrical safety standard. In addition, the 
Cardiovascular Device Classification Panel 
believes that a performance standard in 
necessary to assure accurate, controlled 
delivery of fluids to the patient without 
inadvertent administration of other 
substances (e.g.. air). The General Hospital 
and Personal Use Device Classification Panel 
recommends that a performance standard 
assure accuracy of the rate of flow of fluids, 
according to a standard test method which 
would be established by the performance 
standard. The Panel also believes that the 
labeling should describe the accuracy of the 
flow rate, according to such a method. In 
addition, the Panel recommends that the 
labeling for the perfusion unit state the size of 
catheter, needle, and filter that should be 
used with the device and describe the degree 
of accuracy of drug delivery that can be 
expected. The General Hospital and Personal 
Use Device Classification Panel also 
expresses concern that the hypersensitivity 
of some pump alarms causes them to be 
activated by slight vibrations, resulting in a 
high rate of false positive alarms. The Panel 
also recommends that users check any 
emergency battery supply for the device at 
regular and frequent intervals to avoid the 
risk of a power failure. The Anesthesiology 
Device Classification Panel recommends that 
a performance standard control the device’s 
design and the materials used in the device, 
to assure that all connection#and 
components are leak-free, to prevent air 
emboli from entering the patient, to assure 
proper infusion pressure without 
extravasation (overflow of fluid into the 
surrounding tissues), and to control the 
infusion rate to prevent administration of an 
inappropriate dosage. All three Panels 
believe that general controls would not 
provide sufficient control over these 
characteristics. All three Panels believe that 
general controls would not provide sufficent 
control over these characteristics. All three 
Panels believe that a performance standard 
would provide reasonable assurance of the 
safety and effectiveness of the device and 
that there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendations are based: 

All three Panels based their 
recommendations on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. The 
Cardiovascular Device Classification Panel 
also based its recommendation on the 
summary of a report prepared by the Utah 
Biomedical Test Laboratory under contract 
with FDA (Ref. 7). This report describes the 
results of a study conducted by the 
Laboratory on the technical charateristics of 
angiographic injectors and infustion and 
withdrawal pumps. The report recommends 
that a standard for infusion pumps address 
accuracy of fluid delivery, range of infusion 
parameters, warmup time, battery operation, 
and safety features. 


5. Risks to health: All three Panels 
identified the following risks to health: (a) 
Electrical microshock, macroshock, or 
arrhythmias: Because the device is frequently 
used in close proximity to conductive beds 
and catheters to the heart, electrical leakage 
current could cause electrical microshock, 
macroshock, or arrhythmia, (b) Inaccurate 
drug administration: If the device fails to 
deliver a drug at the prescribed flow rate, 
overdosage or underdosage will result, (c) Air 
embolism: If the pump is unable to detect 
when the reservoir is empty or when there is 
leakage from a connection or component, air 
may be infused into the patient. The General 
Hospital and Personal Use Device 
Classification Panel identified the following 
additional risk to health: (d) Alarm failure: If 
the alarm is overly sensitive to the 
environment, it may be activated for a reason 
other than the reason for which it was 
designed, resulting in a high rate of false 
positive alarms. As a result, some personnel 
may disregard the alarm as a signal of patient 
distress. The Anesthesiology Device 
Classification Panel identified the following 
additional risk to health: (e) Extravasation: 
Overpressurization by the device may cause 
extravasation (overflow of fluid into 
surrounding tissues) in the patient. 

Proposed Classification 

FDA agrees with the three Panels and 
is proposing that infusion pumps be 
classified into class II (performance 
standards). The agency has reviewed 
the recommendation of the 
Cardiovascular Device Classification 
Panel for cardiovascular infusion 
pumps, the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel for infusion 
pumps and perfusion units, and the 
recommendation of the Anesthesiology 
Device Classification Panel for powered 
infusion apparatus, and has concluded 
that the device should be named 
“infusion pump” and its classification be 
published in the part of the Code of 
Federal Regulation for General Hospital 
and Personal Use Devices. 

The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

Reference 

The following information has been placed 
in the office of the Hearing Clerk (address 
above) and may be seen by interested 
persons, from 9 a.m. to 4 p.m., Monday 
through Friday. 

1. “Safety and Performance of 
Angiographic Injectors and Infusion and 
Withdrawal Pump9.“ Final Report of the Utah 
Biomedical Test Laboratory (TR 170-005), 


University of Utah Research Institute. Salt 
Lake City. Utah. June 30.1977. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5725, to read as 
follows: 

§ 880.5725 Infusion pump. 

(a) Identification . An infusion pump is 
a device used to pump fluids into a 
patient in a controlled manner. The 
device may use a piston pump, a roller 
pump, or a peristaltic pump and may be 
powered electrically or mechanically. 
The device may include means to detect 
a fault condition, such as air in or 
blockage of the infusion line, and to 
activate an alarm. 

(b) Classification . Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m., Monday through 
Friday. 

Dated: August 9.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs . 

(FR Doc. 79-26083 Tiled 8-23-79, 8 45 am] 

BILLING COOE 4110-03-M 


(21 CFR Part 880] 

(Docket No. 78N-1381] 

Medical Devices; Classification of 
Suction Snakebite Kits 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying suction snakebit kits into 
class I (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
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devices. After considering public 
comments, FDA will issue a Final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 

dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

ADDRESS: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration. Rm 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Avenue, Silver Spring, MD 20910, 301- 
427-7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of suction snakebite kits: 

1. Identification: A suction snakebite kit is 
a device consisting of a knife, suction device, 
and tourniquet used for first-aid treatment of 
snakebites by removing venom from the 
wound. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
suction snakebite kits be classified into class 
I because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel also recommends that 
the labeling state that the device should be 
used within 5 minutes after a bite has been 
inflicted, and that the tourniquet should not 
be applied too tightly or for a prolonged 
period of time. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of. and clinical 
experience with, the device, and on several 
articles in the literature that evaluate the 
different types of treatment of snakebites 
(Refs. 7 through 6). 

5. Risks to health: (a) Infection: If the knife 
is not sterile, the wound may become 
infected, (b) Inadequate removal of venom: If 
the vacuum pressure of the suction device is 
inadequate, the venom may not be removed, 
(c) Local tissue necrosis: If the tourniquet is 
applied too tightly or for a prolonged period, 
necrosis of local tissue may occur. 


Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
suction snakebite kits be classified into 
class I (general controls) with no 
exemptions. The agency believes that 
general controls are sufficent to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

References 

The following information has been placed 
in the office of the Hearing Clerk (address 
above) and may be seen by interested 
persons, from 9 a.m. to 4 p.m., Monday 
through Friday. 

1. Bros9y. J.. “The Treatment of Snakebite." 
South African Medical Journal, 51:390-391. 
1977. 

2. Clement, J. F. and R. G. Pietrusko. “Pit 
Viper Snakebite in the United States," The 
Journal of Family Practice, 6(2) .269-279.1976. 

3. “First Aid for Snakebite." Report of the 
Committee on Emergency Medical Services, 
Assembly of Life Sciences. National Research 
Council. National Academy of Sciences. 
Washington. DC. 1977. 

4. Glass, T. G„ "Early Debridement in Pit 
Viper Bites." Journal of the American 
Medical Association, 235{23):2513-2516,1976. 

5. Sabback, M. S.. E. R. Cunningham, and C. 

T. Fitts, "A Study of the Treatment of Pit 
Viper Envenomization in 45 Patients." The 
Journal of Trauma, 17{8):569-573.1977. 

6. Watt, C. H.. “Poisonous Snakebite 
Treatment in the United States." Journal of 
the American Medical Association, 
240(7):654-656.1978. 

Therefore, under the Federal Food 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 

U. S.CL 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5740. to read as 
follows: 

§ 880.5740 Suction snakebite kit. 

(a) Identification . A suction snakebite 
kit is a device consisting of a knife, 
suction device, and tourniquet used for 
first-aid treatment of snakebites by 
removing venom from the wound. 

(b) Classification. Class 1 (general 
controls). 

Interested persons may, on or before 
(October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 


Dated: August 10,1979. 

William F. Randolph, 

Acting Associate Commissioner far 
Regulatory A ffairs. 

fFR Doc 79-28084 Filed 6-25-7* 8:45 am) 

BILLING COOE 4110-05-M 


(21 CFR Part 8801 

[Docket No. 78-1382J 

Medical Devices; Classification of 
Chemical Cold Pack Snakebite Kits 

AGENCY: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying chemical cold pack snakebite 
kits into class III (premarket approval). 
FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 
class III. The effect of classifying a 
device into class III is to provide for 
each manufacturer of the device to 
submit to FDA a premarket approval 
application at a date to be set in a future 
regulation. Each application includes 
information concerning safety and 
effectiveness tests of the device. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

DATES: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT*. 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration. Department of Health. 
Education, and Welfare, 8757 Georgia 
Avenue. Silver Spring, MD 20910, 301- 
427-7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A Proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
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classification of chemical cold pack 
snakebite kits: 

1. Identification: A chemical cold pack 
snakebite it is a device consisting of a 
chemical cold pack and tourniquet used for 
first-aid treatment of snakebites. 

2. Recommended classification: Class III 
(Premarket approval). The Panel recommends 
that premarket approval of this device be a 
low priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
chemical cold pack snakebite kits be 
classified into class 111 because the use of 
cold therapy for the first-aid treatment of 
snakebites has not been proven to be safe 
and effective. The Panel believes that a 
performance standard would not provide 
reasonable assurance of the safety and 
effectiveness of the device and that there is 
insufficient information to establish a 
standard to provide such assurance. The 
device, therefore, should be subject to 
premarket approval to assure that 
manufacturers demonstrate satisfactory 
performance of the device and thus assure its 
safety and effectiveness. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of, and clinical 
experience with, the device and on several 
articles in the literature that evaluate 
different types of treatment for snakebites 
(Refs. 1. 2. and J). Most of the literature 
shows that cryotherapy (the use of cold 
therapy for the treatment of snakebites) is 
inappropriate. Clement and Pietrucko found 
high rates of amputation, local tissue 
destruction, and prolonged disability in 
patients treated by this method (Ref. 1). A 
National Academy of Sciences report stated 
that doubts about the safety and 
effectiveness of short-term cold therapy for 
treatment of snakebites have not been 
resolved (Ref. 2). The report also stated that 
the use of cold therapy for a long period of 
time apcars to be dangerous. Watt reported 
that, among children who had to have 
amputations because of snakebites. 75 
percent had received cryotherapy for the 
snakebites (Ref. J). 

5. Risks to health: Local tissue damage: 
Exposure of tissue to cold temperatures for 
long periods of time can freeze the tissue and 
cause local tissue damage, sometimes 
necessitating limb amputations. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
chemical cold pack snakebite kits be 
classified into class III (premarket 
approval). The agency believes that the 
device presents a potential 
unreasonable risk of illness or injury 
because the device has not been proven 
to be a safe and effective method of first 
aid treatment of snakebites, and its use 
has been associated with an unduly high 
rate of amputation, local tissue 
destruction, and other disabilities in 
snakebite victims. The agency believes 
that insufficient information exists to 


determine that general controls would 
provide reasonable assurance of the 
safety and effectiveness of the device 
and that insufficient information exists 
to establish a performance standard to 
provide this assurance. 

References 

The following information has been placed 
in the office of the Hearing Clerk (address 
above) and may be seen by interested 
persons, from 9 a.m. to 4 p.m.. Monday 
through Friday. 

1. Clement. J. F. and R. G. Pietrusko. “Pit 
Viper Snakebite in the United States." The 
Journal of Family Practice. 6(2): 269-279, 

1978. 

2. “First Aid for Snakebite." Report of the 
Committee on Emergency Medical Services, 
Assembly of Life Sciences. National Research 
Council. National Academy of Sciences, 
Washington. DC, 1977. 

3. Watt, C. H.. Jr.. “Poisonous Snakebite 
Treatment in the United States." Journal of 
the American Medical Association. 240(7): 
654-656, August 1978. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5760, to read as 
follows: 

§ 880.5760 Chemical cold pack snakebite 
kit 

(a) Identification. A chemical cold 
pack snakebite kit is a device consisting 
of a chemical cold pack and tourniquet 
used for First-aid treatment of 
snakebites. 

(b) Classification. Class Ill (premarket 
approval). 

Intereested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

(FR Doc. 79-26065 Filed 8-23-79: 8:45 am] 

BILUNG CODE 4110-03-44 


[21 CFR Part 8801 
[Docket No. 78N-1322) 

Medical Devices; Classification of 
Medical Support Stockings 

agency: Food and Drug Administration. 
action: Proposed rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying medical support stockings 
into class 1 (general controls). FDA is 
also publishing the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel that this 
device be classified into class I (general 
controls). The effect of classifying a 
device into class I is to require that the 
device meet only the general controls 
applicable to all devices. FDA is also 
publishing the recommendation of the 
Cardiovascular Device Classification 
Panel that this device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by October 
23, 1979. It is proposed that the 
final regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
ADDRESS: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470). Food and Drug 
Administration. Department of Health. 
Education, and Welfare, 8757 Georgia 
Avenue, Silver Spring, MD 20910, 301- 
427-7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
Cardiovascular Device Classification 
Panel, FDA advisory committees, made 
the following recommendations 
regarding the classification of medical 
support stockings: 

1. Identification: A medical support 
stocking is a device used to help prevent 
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pooling of blood in the leg. The General 
Hospital and Personal Use Device 
Classification Panel identified this generic 
type of device under the name “elastic 
stocking.” The Cardiovascular Device 
Classification Panel identified this generic 
type of device under the name "medical 
support stocking.” 

2. Recommended and classification: The 
General Hospital and Personal Use Device 
Classification Panel recommends that this 
device be classified into class I (general 
controls). The Panel recommends that there 
be no exemptions. The Cardiovascular 
Device Classification Panel recommends that 
this device be classified into class U 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a low priority. 

3. Summary of reasons for 
recommendation: The General Hospital and 
Personal Use Device Classification Panel 
recommends that the device be classified into 
class 1 because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The Panel also 
recommends that manufacturers voluntarily 
assure that the device is made of a porous 
material to permit the passage of moisture 
and air. The Panel also recommends that the 
label state the size of stocking required for 
various leg sizes and describe the different 
uses of the device. The Cardiovascular 
Device Classification Panel recommends that 
this device be classified into class fl because 
the Panel believes that the elastic material 
used in the device, which comes in direct 
contact with the patient s skin, should meet a 
generally accepted satisfactory level of 
tissue compatibility, and should be subject to 
controls on surface finish and cleanliness, 
which may affect tissue compatibility. This 
Panel also believes that a standard should 
assure that the device provides enough 
pressure on the leg to help prevent blood 
pooling, and that the pressure should be 
greatest on the distal portions of the leg. In 
addition, a standard should prohibit the use 
of a restrictive band at the top of the stocking 
which would tend to increase, rather than 
decrease, blood pooling. The Cardiovascular 
Device Classification Panel believes that 
general controls would not provide sufficient 
control over these characteristics. The Panel 
believes that a performance standard would 
provide reasonable assurance of the safety 
and effectiveness of the device and that there 
is sufficient information to establish a 
standard to provide such assurance. 

4. Summary of data on which the 
recommendations are based: Both Panels 
based their recommendations on the Panel 
members’ personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: The Cardiovascular 
Device Classification Panel identified the 
following risk to health: Occlusion of a blood 
vessel: An ineffective design of the device 
can allow, rather than prevent, pooling of 
blood and thus increase the danger of 
thrombus formation and embolization. The 
General Hospital and Personal Use Device 
Classification Panel identified no risks to 
health. 


Proposed Classification 

FDA agrees with the General Hospital 
and Personal Use Device Classification 
Panel recommendation and is proposing 
that medical support stockings be 
classified into class I (general controls) 
with no exemptions. The agency has 
reviewed the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel for the 
elastic stocking and the 
recommendation of the Cardiovascular 
Device. Classification Panel for the 
medical support stocking and has 
concluded that the device should be 
named "medical support stocking” and 
its classfication be published in the part 
of the Code of Federal Regulations for 
General Hosital and Personal Use 
Devices. The agency disagrees with the 
recommendation of the Cardiovascular 
Device Classification Panel that medical 
support stockings be classified into class 
II. FT)A believes that general controls 
are sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. FDA 
“believes that adequate labeling, 
including the size of the device and a 
description of the different uses of the 
device, and compliance by 
manufacturers with the good 
manufacturing practice regulation will 
assure the quality of the device and 
assure that the device does not increase 
the risk of embolic complications. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5780, to read as 
follows: 

§ 880.5780 Medical support stocking. 

(a) Identification . A medical support 
stocking is a device used to help prevent 
pooling of blood in the leg. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
October 23.1979 submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857. written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m., Monday through 
Friday. 


Dated: August 10,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

IFR Doc. 79-28088 Piled S-Z3-79: *45 am) 

BILUNG CODE 4110-03-M 


[21 CFR Part 8801 
[Docket No. 78N-1323) 

Medical Devices; Classification of I.V. 
Set Stopcocks 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying l.V. set Stopcocks into class 
II (performance standards). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class 11. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration. Department of Health. 
Education, and Welfare, 8757 Georgia 
Avenue. Silver Spring, MD 20910, 301- 
427-7555. 

SUPPLEMENTARY INFORMATION: 

Panel recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of I.V. set stopcocks: 

1. Identification: An LV. set stopcock is a 
device consisting of an outer valve shell to 
which two or more tubes can be connected 
and an inner movable valve which, when 
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turned to different positions, interconnects 
the several fluid paths from the tubes to 
permit or prevent the flow of fluid between 

tubes. 

2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a medium priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 

I V. set stopscocks be classifed into class II 
because the Panel believes that a standard is 
needed to assure proper connection between 
the '‘female” and "male” connectors of the 
stopcock, and the corresponding “male” and 
“female" connectors of the tubing. The Panel 
also believes the label of the device should 
indicate the pathways for the flow of fluids. 
The Panel believes that general controls 
would not provide sufficient control over 
these characteristics. The Panel believes that 
a performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a standard 
to provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: Inappropriate therapy: 
Fluid leakage at the connection site or 
erroneous indication of fluid path through the 
stopcock could cause a failure to deliver the 
appropriate amount of fluid to the patient, 
resulting in inappropriate therapy. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
I.V. set stopcocks be classified into class 

II (performance standards). The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risk to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a standard to provide this 
assurance. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5800, to read as 
follows: 

§ 880.5800 I.V. set stopcock. 

(a) Identification. An I.V. set stopcock 
is a device consisting of an outer valve 
shell to which two or more tubes can be 
connected and an inner movable valve 
which, when turned to different 
positions, interconnects the several fluid 
paths from the tubes to permit or 
prevent the flow of fluid between tubes. 


(b) Classification . Class II 
(performance standards). 

Interested persons may. on or before 
October 23,1979 submit to the Hearing 
Clerk (FIFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc 79-26087 Filed 8-23-79:8:45 uroj 

BILLING CODE 4110-03-41 


[21 CFR Part 880] 

[Docket No. 78N-1324] 

Medical Devices; Classification of 
Scrotal Supports 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying scrotal supports into class I 
(general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. FDA is also publishing the 
recommendation of the 
Gastroenterological-Urological Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976, 
dates: Comments by October 23,1979. 
It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 


65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT. 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470). Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Avenue, Silver Spring, MD 20910, 301- 
427-7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
Gastroenterological-Urological Device 
Classification Panel, FDA advisory 
committees, made the following 
recommendations regarding the 
classification of scrotal supports: 

1. Identification: A scrotal support is a 
device consisting of a pouch attached to an 
elastic waistband used to support the 
scrotum (the sac that contains the testicles) 
for therapeutic purposes. 

2. Recommended classification: The 
General Hospital and Personal Use Device 
Classification Panel recommends that this 
device be classified into class 1 (general 
controls). The Panel recommends that this 
device be exempt from premarket notification 
under section 510{k) of the Federal Food, 

Drug, and Cosmetic Act (21 U.S.C. 360(k)) and 
the good manufacturing practice regulation 
under section 520(f) of the act (21 U.S.C. 
360j(f)). The Gastroenterological-Urological 
Device Classification Panel recommends that 
this device be classified into class 11 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a low priority. 

3. Summary of reasons for 
recommendation: The General Hospital and 
Personal Use Device Classification Panel 
recommends that scrotal supports be 
classified into class 1 because the Panel 
believes that general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device. The Panel 
recommends that the device be exempt from 
premarket notification under section 510(k) of 
the act because the Panel believes that FDA 
does not need to receive premarket 
notification of a manufacturer's intent to 
market this simple device. The Panel 
recommends that this device be exempt from 
the good manufacturing practice regulation 
under section 520(f) of the act because Ihe 
Panel believes that the quality of the device 

is easily discernible and that defects are 
readily apparent to the user. The 
Gastroenterological-Urological Device 
Classification Panel recommends that this 
device be classified into class 11 because the 
Panel believes that materials used in the 
device should be compatible with the skin. 
The Panel believes that general controls 
would not provide sufficient control over this 
characteristic. The Panel believes that a 
standard would provide reasonable 
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assurance of the safety and effectiveness of 
the device and that there is sufficient 
information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendations are based: The Panels 
based their recommendations on the Panel 
members* personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: The General Hospital 
and Personal Use Device Classification Panel 
identified no risks to health. The 
Gastroenterological-Urological Device 
Classification Panel identified the following 
risk to health: Skin irritation: Materials used 
in the construction of the device may irritate 
the skin. 

Proposed Classification 

FDA agrees with the General Hospital 
and Personal Use Device Classification 
Panel recommendation that scrotal 
supports be classified into class I 
(general controls). FDA has review the 
recommendations of the General 
Hospital and Personal Use Device 
Classification Panel and the 
Gastroenterological-Urological Device 
Classification Panel for scrotal supports. 
The agency has concluded that the 
classification of scrotal supports should 
be published in the part of the Code of 
Federal Regulations for General 
Hospital and Personal Use Devices. The 
agency disagrees with the 
recommendation of the 
Gastroenterological-Urological Device 
Classification Panel that scrotal 
supports be classified into class II 
(performance standards) because the 
history of use of this device shows that 
the risk of skin irritation by materials 
used in the device is minimal. FDA 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

In response to the General Hospital 
and Personal Use Device Classification 
Panel’s recommendation that 
manufacturers of a scrotal support be 
exempt from section 510(k) of the act, 
FDA is proposing that these 
manufacturers be subject to registration 
and device listing under section 510(a) 
through (j) of Ihe act. but exempt from 
premarket notification under section 
510(k) of the act and Subpart E of Part 
807 of the regulations (21 CFR part 807). 
Under section 510(g)(4) of the act, the 
agency may exempt a manufacturer 
from section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a scrotal 
support, the agency cannot make the 
required finding. To protect the public 
health, the agency needs to be able to 
identify the firms manufacturing this 


device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning a scrotal 
support. The agency does not at this 
time anticipate that premarket approval 
will be required for this device. The 
agency believes that the semiannual 
updating of device listing under section 
510(j)(2) will provide FDA with adequate 
notice concerning new products within 
this generic type of device. 

In response to the General Hospital 
and Personal Use Device Classification 
Panel’s recommendation that 
manufacturers of a scrotal support be 
exempt from the device good 
manufacturing practice (GMP) 
regulation under section 520(f) of the act, 
FDA is proposing that a manufacturer of 
this device be exempt, in the 
manufacture of the device, from all 
requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198). with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a scrotal support must 
still be required to comply with the 
complaint file requirements of § 820.198 
to ensure that these manufacturers have 
adequate systems for complaint 
investigation and followup. The agency 
also believes that manufacturers of a 
scrotal support must still be required to 
comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880,5820, to read as 
follows: 


§ 880.5820 Scrotal support. 

(a) Identification. A scrotal support is 
a device consisting of a pouch attached 
to an elastic waistband used to support 
the scrotum (the sac that contains the 
testicles) for therapeutic purposes. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 
The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198. with respect to 
complaint files. 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-05, 5600 Fishers 
Lane. Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be*identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4"p.m., Monday through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory' Affairs. 

[FR Doc. 79-26088 Filed 8-23-79; 8:45 atn) 

BILLING COO€ 4110-03-M 


[21 CFR Part 8801 
[Docket No. 78N-1325] 

Medical Devices; Classification of 
Piston Syringes 

AGENCY: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying piston syringes into class II 
(performance standards). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that this 
device be classified into-class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. FDA is also publishing the 
recommendations of the Dental Device 
Classification Panel and the Ophthalmic 
Device Classification Panel that this 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
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the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the Final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave.. Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, the Dental 
Device Classification Panel, and the 
Ophthalmic Device Classification Panel, 
FDA advisory committees, made the 
following recommendations regarding 
the classification of piston syringes: 

1. Identification: A piston syringe is a 
device consisting of a calibrated hollow 
barrel and a movable plunger. At one end of 
the barrel there is a male connector for fitting 
the female connector (hub) of a hypodermic 
single lumen needle. The device is used to 
inject fluids into or withdraw fluids from the 
body. The General Hospital and Personal Use 
Device Classification Panel identified this 
generic type of device under the name 
'piston syringe." The Dental Device 
Classification Panel identified this generic 
type of device under the name "luer-lock drug 
syringe." The Ophthalmic Device 
Classification Panel identified this generic 
type of device under the name "ophthalmic 
syringe." 

2. Recommended classification: The 
General Hospital and Personal Use Device 
Classification Panel recommends that the 
device be classified into class II (performance 
standards) and that establishing a 
performance standard for the device be a 
medium priority. The Dental Device 
Classification Panel recommends that the 
device be classified into class I (general 
controls) and that the device be exempt from 
registration, device listing, and premarket 
notification under section 510 of the Federal 
Food. Drug, and Cosmetic Act (21 U.S.C. 360). 
records and reports under section 519 of the 
act (21 U.S.C. 360i), and the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 


The Ophthalmic Device Classification Panel 
recommends that the device be classified into 
class I (general controls) and that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The General Hospital and 
Personal Use Device Classification Panel 
recommends that the device be classified into 
class II because the Panel believes that a 
standard is needed to assure a proper 
connection between the male connector 
(nozzle) of the syringe and the female 
connector (hub) of needle. The Panel believes 
that general controls would not provide 
sufficient control over this characteristic. The 
Panel believes that a standard would provide 
reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a standard 
to provide such assurance. The Dental Device 
Classification Panel recommends that the 
device be classified into class I because the 
Panel believes that general controls are 
sufficient to provide reasonable assurance of 
the safety and effectiveness of the device. 
This device has been used in dentistry for 
many years, uses materials in contact with 
the body that are generally acceptable or that 
have known and acceptable properties, and 
is safe and effective without additional 
control requirements imposed under a 
performance standard. The Panel 
recommends that the device be exempt from 
registration, device listing, and premarket 
notification under section 510 of the act 
because the Panel believes that FDA does not 
need to know who manufactures this simple 
device. The Dental Device Classification 
Panel also recommends that the device be 
exempt from records and reports 
requirements under section 519 of the act 
because the Panel believes that requiring this 
information will not serve a useful purpose. 
The Panel also recommends that the device 
be exempt from the good manufacturing 
practice regulation under section 520(f) of the 
act because the Panel believes that the 
quality of the device is easily discernible and 
that defects are readily apparent to the user. 
The Ophthalmic Device Classification Panel 
recommends that the device be classified into 
class I because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The Panel also 
believes that the composition of materials 
used in the device should be specified in the 
labeling and that manufacturers should 
voluntarily assure that the device is 
sterilizable. 

4. Summary of data on which the 
recommendations are based: All three Panels 
based their recommendations on the Panel 
members' personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: The General Hospital 
and Personal Use Device Classification Panel 
identified the following risks to health: (a) 
Infection: Inadequate sterilization of the 
device may cause infection in the patient, (b) 
Inappropriate therapy: If the measurement 
markings on the barrel of the syringe are not 
accurate, administration of an incorrect drug 
dosage could cause inappropriate therapy, (c) 
Toxic reactions: If the material used in the 
construction of the syringe is not compatible 


with the body or interacts with fluids used in 
the device, a toxic reaction could occur, (d) 
Leakage of fluid: If the connection between 
the needle and the syringe is not tight, 
leakage of fluids could occur. The Dental 
Device Classification Panel and the 
Ophthalmic Device Classification Panel 
identified no risks to health. 

Proposed Classification 

FDA agrees with the recommendation 
of the General Hospital and Personal 
Use Device Classification Panel and is 
proposing that piston syringes be 
classified into class 11 (performance 
standards). The agency has reviewed 
the recommendation of the General 
Hospital and Personal Use Device 
Classification Panel for piston syringes, 
the recommendation of the Dental 
Device Classification Panel for luer-lock 
drug syringes, and the recommendation 
of the Ophthalmic Device Classification 
Panel for ophthalmic syringes, and has 
concluded that the device should be 
named "piston syringe" and its 
classification be published in the part of 
the Code of Federal Regulations for 
General Hospital and Personal Use 
Devices. The agency disagrees with the 
recommendation of the Dental Device 
Classification Panel and the Ophthalmic 
Device Classification Panel that the 
device be classified into class I. The 
agency believes that a performance 
standard is needed to assure accurate 
measurement marking on the sytringe 
barrel, use of biocompatible materials in 
the device, and incorporation of a 
standard type of connector. The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a standard to provide this 
assurance. Because the agency has 
decided that piston syringes should be 
classified into class 11 rather than class 
I, the agency is not required to publish a 
regulation adopting or rejecting the 
recommendation of the Dental Device 
Classification Panel that this device be 
exempt from registration, device listing, 
and premarket notification under 
section 510 of the act. records and 
reports requirements under section 519 
of the act, and good manufacturing 
practice regulation under section 520(f) 
of the act. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (Secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to him (21 CFW 5 1), the 
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Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5860, to read as 
follows: 

§ 880.5860 Piston syringe. 

(a) Identification. A piston syringe is a 
device consisting of a calibrated hollow 
barrel and a movable plunger. At one 
end of the barrel there is a male 
connector for fitting the femal connector 
(hub) of a hypodermic single lumen 
needle. The device is used to inject 
fluids into or withdraw fluids from the 
body. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23.1979. submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office betweee 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 15.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 79-28069 Kited 8-23-79:8:45 uni) 

BILLING CODE 4110-03-44 


[21 CFR Part 8801 

(Docket No. 78N-1327] 

Medical Devices; Classification of 
Nasogastric Tubes 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying nasogastric tubes into class I 
(general controls). FDA is also 
publishing the recommendations of the 
General Hospital and Personal Use 
Device Classification Panel and the 
Anesthesiology Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 


DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT! 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION! 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
Anesthesiology Device Classification 
Panel, FDA advisory committees, made 
the following recommendations with 
respect to the classification of 
nasogastric tubes: 

1. Identification: A nasogastric tube is a 
device inserted through the patient's nose 
into the upper gastrointestinal tract to 
provide liquid nourishment to the patient, or 
to remove air or liquid. The General Hospital 
and Personal Use Device Classification Panel 
identified this generic type of device under 
the names "feeding tube" and "Levine tube." 
The Anesthesiology Device Classification 
Panel identified this generic type of device 
under the name "nasogastric tube." 

2. Recommended classification: Class I 
(general control^). Both Panels recommend 
that there be no exemptions. 

3. Summary of reasons for 
recommendation: The Anesthesiology Device 
Classification Panel recommends that the 
device be classified into class I (general 
controls) because the Panel believes that if 
the use of this device is restricted to trained 
personnel, general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device. Similarly, the 
General Hospital and Personal Use Device 
Classification Panel recommends that this 
device be classified into class I (general 
controls) because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The Panel also 
recommends that the labeling of the device 
state the tube size, whether the device is 
sterilizable or sterile disposable, and whether 
the material used is nontoxic. 

4. Summary of data on which the 
recommendations are based: Both Panels 
based their recommendations on the Panel 
members' personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: Both Panels identified 
the following risks to health: (a) Injury to 


gastrointestinal tract and nasal mucosa: If the 
device is not of proper size, shape, and 
flexibility, injury to internal mucosa could 
result. The General Hospital and Personal 
Use Device Classification Panel identified 
these additional risks to health: (b) Infection: 
If the device is not sterilized properly, 
infection could result, (c) Tissue irritation: If 
the material used in the device is not 
biocompatible, tissue irritation may occur. 

Proposed Classification 

FDA agrees with both Panels* 
recommendations and is proposing that 
nasogastric tubes be classified into class 
I (general controls) with not exemptions. 
The agency has reviewed the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel for feeding tubes and Levine tubes 
and the recommendation of the 
Anesthesiology Device Classification 
Panel for nasogastric tubes and has 
concluded that the device should be 
named "nasogastric tube" and its 
clasification should be published in the 
part of the Code of Federal Regulations 
for General Hospital and Personal Use 
Devices, the Agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of this device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commsssioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding § 880.5900, to read as follows: 

§ 880.5900 Nasogastric tube. 

(a) Identification. a nasogastric tube is 
a device inserted through the patient’s 
nose into the upper gastrointestinal tract 
to provide liquid nourishment to the 
patient, or to remove air or liquid. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857. written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy, Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m., Monday through 
Friday. 
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Dated: August 10,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc 79-20090 Filed 8-23-79;8:45 am) 
BILLING CODE 4110-03-M 


[21 CFR Part 880] 

(Docket No. 78N-1328) 

Medical Devices; Classification of Fluid 
Delivery Tubing 

agency: Food and Drug Administration. 
action: Pro posed rule. _ 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying fluid delivery tubing into 
class II (performance standards). FDA is 
also publishing the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT*. 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Avenue, Silver Spring. MD 20910, 301- 
427-7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of fluid delivery tubing: 

1. Identification: Fluid delivery tubing is a 
device consisting of a flexible tube used in 
conjunction with other devices to deliver 
fluids to a patient* 8 vascular system. 


2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a medium priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
fluid delivery tubing be classified into class II 
because the Panel believes that a 
performance standard is needed to assure 
that the material used in the device does not 
leach toxic substances into the fluid and that 
the tubing is sterilizable, kink resistant, and 
flexible. The Panel recommends that the 
labeling give instructions for sterilization. 

The Panel believes that general controls 
would not provide sufficient control over 
these characteristics. The Panel believes that 
a standard would provide reasonable 
assurance of the safety and effectiveness of 
the device and that there is sufficient 
information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: Toxic reaction: If the 
device leaches toxic substances into the fluid, 
a toxic reaction might occur in the patient. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
fluid delivery tubing be classified into 
class II (performance standards). The 
agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish standards to 
provide this assurance. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5910, to read as 
follows: 

§ 880.5910 Fluid delivery tubing. 

(a) Identification. Fluid delivery 
tubing is a device consisting of a flexible 
tube used in conjunction with other 
devices to deliver fluids to a patient’s 
vascular system. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 


submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

(FR Doc 79-26091 Filed 8-23-79: 8:45 am| 

BILUNG COOE 4110-03-M 


[21 CFR Part 880) 

(Docket No. 78N-1329) 

Medical Devices; Classification of 
Umbilical Occlusion Devices 

AGENCY: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying umbilical occlusion devices 
into class 1 (general controls). FDA is 
also publishing the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Avenue, Silver Spring, MD 20910, 301- 
427-7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
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advisory committee, made the following 
recommendation with respect to the 
classification of umbilical occlusion 
devices: 

1. Identification:'An umbilical occlusion 
device is a clip. tie. tape, or other article used 
to close the blood vessels in the umbilical 
cord of a newborn infant. 

2. Recommended classification: Class 1 
(general controls). The Panel recommends 
that there be no exemptions for this device. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
umbilical occlusion devices be classified into 
class I because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The Panel also 
recommends that the labeling state whether 
the device is sterile or sterilizable. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: (a) Bleeding: Failure of 
the device to occlude the blood vessels in the 
umbilical cord properly may result in 
bleeding. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
umbilical occlusion devices be classified 
into class I (general controls) with no 
exemptions. FDA is aware that there is 
a possibility of infection if the device is 
not sterile. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the devices. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 StaL 1055. 90 Slat. 540-546 (21 
U.S.C. 360c. 371(a)) and under authority 
delegated to him (21 CFR 5.1). the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart F 
by adding new § 880.5950, to read as 
follows: 

§830.5950 Umbilical occlusion device. 

(a) Identification. An umbilical 
occlusion device is a clip. tie. tape, or 
other article used to close the blood 
vessels in the umbilical cord of a 
newborn infant 

(b) Classification. Class 1 (general 
controls). 

Interested persons may. on or before 
October 23.1979 submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane. Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
br?ckets in the heading of this 


document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 79-26092 Filed 8-23-79:8:45 am] 

BILLING COOE 4110-03-81 


[21 CFR Part 880] 

(Docket No. 78N-1330] 

Medical Devices; Classification of 
Absorbent Tipped Applicators 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying absorbent tipped applicators 
into class 1 (general controls). FDA is 
also publishing the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel, the 
Gastroenterology and Urology Device 
Classification Panel, the Dental Device 
Classification Panel, and the General 
and Plastic Surgery Device 
Classification Panel that the device be 
classified into class I. The effect of 
classifying a device into class 1 is to 
require that the device meet only the 
general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT! 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration. Department of Health, 
Education, and Welfare, 8757 Georgia 
Avenue. Silver Spring. MD 20910. 301- 
427-7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, the 


Gastroenterology and Urology Device 
Classification Panel, the Dental Device 
Classification Panel, and the General 
and Plastic Surgery Device 
Classification Panel, FDA advisory 
committees, made the following 
recommendations regarding the 
classification of absorbent tipped 
applicators: 

1. Identification: An absorbent tipped 
applicator is a device that consists of an 
absorbent swab on a wooden, paper, or 
plastic stick. The device is used to apply 
medication or to take specimens from a 
patient. The Gastroenterology and Urology 
Device Classification Panel identified this 
generic type of device under the name 
“gastro/urology applicators.” The Dental 
Device Classification Panel identified this 
generic type of device under the name 
“cotton applicators.” The General and Plastic 
Surgery Device Classification Panel identified 
this generic type of device under the name 
”cotton/dye applicators.” 

2. Recommended classification: Class I 
(general controls). The General Hospital and 
Personal Use Device Classification Panel 
recommends that this device be exempt from 
premarket notification under section 510(k) of 
the Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and, if the device is not labeled 
as sterile, exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 380j(f)). 

The Gastroenterology and Urology Device 
Classification Panel recommends that this 
device be exempt from registration, device 
listing, and premarket notification under 
section 510 of the act and exempt from good 
manufacturing practice regulations under 
section 520(f) of the act. The Dental Device 
Classification Panel recommends that this 
device be exempt from premarket notification 
regulations under section 510(k) of the act. 
records and reports regulations under section 
519 of the act (21 U.S.C. 360i) and good 
manufacturing practice regulations under 
section 520(f) of the act. The General and 
Plastic Surgery Device Classification Panel 
recommends that there be no exemptions for 
this device. 

3. Summary of reasons for 
recommendation: The Panels recommend that 
absorbent tipped applicators be classified 
into class I because the Panels believe that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The 
Gastroenterology and Urology Device 
Classification Panel recommends that this 
device be exempt from registration, device 
listing, and premarket notification regulations 
under section 510 of the act because the 
Panel believes that FDA does not need to 
know who is manufacturing this simple 
device. The General Hospital and Personal 
Use Device Classification Panel and the 
Dental Device Classification Panel 
recommend that this device be exempt from 
premarket notification under section 510{k) of 
the act because the Panels believe that FDA 
does not need to receive premarket 
notification of a manufacturer's intent to 
market this simple device. The Panels 
recommend that this device be exempt from 
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the good manufacturing practice regulation 
under section 520(f) of the act because the 
Panels believe that the quality of the device 
is easily discernible and defects are readily 
apparent to the user. The General Hospital 
and Personal Use Device Classification Panel 
recommends that the device labeling warn 
users that improper use may cause puncture 
wounds. The Gastroenterology and Urology 
Device Classification Panel recommends that 
this device be used by or under the direction 
of a physician when used for 
gastroenterology or urology purposes. 

4. Summary of data on which the 
recommendation is based: The Panels based 
their recommendations on the Panel 
members’ personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: (a) Infection: If the 
device is labeled as sterile and is not sterile, 
pathogenic organisms could cause infection 
in the patient. 

Proposed Classification 

FDA agrees with the Panels’ 
recommendat:Vms and is proposing that 
absorbent tipped applicators be 
classified into class I (general controls). 
The agency has reviewed the 
recommendations of the General 
Hospital and Personal Use Device 
Classification Panel for absorbent 
tipped applicators, the General and 
Plastic Surgery Device Classification 
Panel for cotton dye applicators, the 
Dental Device Classification Panel for 
cotton applicators, and the 
Gastroenterology and Urology Device 
Classification Panel for gastro/urology 
applicators, and has concluded that the 
device should be named ’’absorbent 
tipped applicator” and its classification 
be published in the part of the Code of 
Federal Regulations for General 
Hospital and Personal Use Devices. The 
agency believes that general controls 
are sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

hi response to the Gastroenterology 
and Urology Device Classification Panel 
recommendaion that manufacturers of 
absorbent tipped applicators be exempt 
from section 510 of the act, and in 
response to the General Hospital and 
Personal Use Device Classification 
Panel and the Dental Device 
Classification Panel that absorbent 
tipped applicators be exempt from 
section 510(k) of the act, PDA is 
proposing that these manufacturers be 
subject to registration and device listing 
under section 510(a) through (j) of the 
act, but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulations (21 CFR Part 807). Under 
section 510(g)(4) of the act, the agency 
may exempt a manufacturer from 
section 510 only if it finds that 
compliance with this section is-not 


necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of an 
absorbent tipped applicator, the agency 
cannot make the required Finding. To 
protect the public health, the agency 
needs to be able to identify the firms 
manufacturing this device and to 
conduct necessary inspections. The 
agency has determined, however, that it 
is not necessary for the protection of the 
public health that FDA receive 
premarket notification submissions 
concerning an absorbent tipped 
applicator. The agency does not at this 
time anticipate that premarket approval 
will be required for this device. The 
agency believes that the semiannual 
updating of device listing under section 
510(j)(2) will provide FDA with adequate 
notice concerning new products within 
this generic type of device. 

FDA disagrees with the Dental Device 
Classification Panel's recommendation 
that manufacturers of an absorbent 
tipped applicator be exempt from 
records and reports regulations under 
section 519 of the act. The records and 
reports requirements in several of FDA's 
present device regulations are 
authorized, wholly or in part, by section 
519. The most extensive of these 
requirements are found in the device 
good manufacturing practice (GMP) 
regulation, published in the Federal 
Register of July 21,1978 (43 FR 31508). In 
the future, FDA will publish other 
regulations under section 519, including 
regulations requiring reports to FDA of 
experience with medical devices. Until 
these regulations are issued. FDA 
believes that it cannot properly issue 
exemptions from them. In the future, 
whenever the agency proposes device 
regulations that include records and 
reports requirements, interested persons 
may submit comments requesting that 
certain classes of manufacturers or 
other persons be exempt from the 
requirements, and FDA will issue 
exemptions that are appropriate. The 
only type of exemption from records and 
reports requirements that FDA is 
proposing now, in device classification 
regulations, is an exemption of certain 
manufacturers from requirements of the 
device GMP regulation. The exemption 
will not extend to two device GMP 
requirements, § 820.180 (21 CFR 820.180), 
with respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
Files. 

In response to the Panel's 
recommendation that manufacturers of 
an absorbent tipped applicator be 
exempt from the device good 
manufacturing practice (GMP) 


regulation under section 520(f) of the act. 
FDA is proposing that a manufacturer of 
this device who does not label or 
otherwise represent it as sterile be 
exempt, in the manufacture of the 
device, from all requirements in the 
GMP regulation except § 820.180 with 
respect to general requirements 
concerning records, and § 820.198 with 
respect to complaint files. Based on 
available information about current 
practices used in the manufacture of the 
device and user experience with the 
device, the agency has determined that 
application of the GMP regulation, other 
than §§ 820.180 and 820.198, is unlikely 
to improve the safety and effectiveness 
of the device. The agency believes, 
however, that manufacturers of an 
absorbent tipped applicator, even when 
it is not labeled or otherwise 
represented as sterile, must still be 
required to comply with the complaint 
file requirements of § 820.198 to ensure 
that these manufacturers have adequate 
systems for complaint investigation and 
followup. The agency also believes that 
manufacturers of an absorbent tipped 
applicator must still be required to 
^comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. A manufacturer of an 
absorbent tipped applicator that is 
labeled or otherwise represented as 
sterile is, in the manufacture of this 
device, subject to the GMP regulation in 
its entirety. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513. 
701(a), 52 Stat, 1055. 90 Stat. 540-548 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 by adding 
new Subpart G and § 880.6025. to read 
as follows: 

Subpart G—General Hospital and 
Personal Use Miscellaneous Devices 

§ 880.6025 Absorbent tipped applicator. 

(a) Identification. An absorbent 
tipped applicator is a device that 
consists of an absorbent swab on a 
wooden, paper, or plastic stick. The 
device is used to apply medications or 
to take specimens from a patient. 

(b) Classification. Class 1 (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. If 
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the device is not labeled or otherwise 
represented as sterile, it also is exempt 
from the good manufacturing practice 
regulation in Part 820 of this chapter, 
with the exception of § 820.180, with 
respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

Interested persons may. on or before 
October 23.1979. submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville. MD 20857. written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a m. and 4 p.m., Monday 
through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FK Doc 7SL-2WW3 Film! S-23-7B; 6 45 «m| 

BILLING CODE 4110-CS-N 


121 CFR Part 8801 
[Docket No. 78N-1332] 

Medical Devices; Classification of Ice 
Bags 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying ice bags into class I (general 
controls), FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class 1 is to require that the device 
meet onJy the general controls 
applicable to all devices. After 
considering public comments. FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

DATES: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane. Rockville. MD 
20657. 


FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration. Department of Health. 
Education, and Welfare. 8757 Georgia 
Avenue, Silver Spring, MD 20910, 301- 
427-7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of ice bags: 

1. Identification: An ice bag is a device in 
the form of a container intended to be filled 
with ice used to apply dry cold to an area of 
the body for therapeutic purposes. The device 
may include a holder that keeps the bag in 
place against an external area of a patient. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
ice bags be classified into class I because the 
Panel believes that general controls are 
sufficient to provide reasonable assurance of 
the safety and effectiveness of the device. 

The Panel recommends that this device be 
exempt from premarket notification under 
section 510(k) of the act because the Panel 
believes that FDA does not need to receive 
premarket notification of a manufacturer’s 
intent to market this simple device. The Panel 
recommends that this device be exempt from 
the good manufacturing practice regulation 
under section 520(f) of the act because the 
Panel believes that the quality of the device 

is easily discernible and that defects are 
readily apparent to the user. The Panel also 
recommends that the device be sterilizable if 
reuse is possible. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: Cross-infection: If the 
device is not capable of being sterilized for 
reuse, cross-infection could occur between 
patients. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
ice bags be classified into class I 
(general controls). The history of use of 
the device has shown that there is 
minimal risk of crossinfection caused by 
the device. Therefore, the agency 
believes that general controls are 
sufficient to provide reasonable 


assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of 
an ice bag be exempt from section 510(k) 
of the act, FDA is proposing that these 
manufacturers be subject to registration 
and device listing under section 510(a) 
through (j) of the act, but exempt from 
premarket notification under section 
510(k) of the act and Subpart E of Purt 
807 of the regulations (21 CFR Part 807). 
Under section 510(g)(4) of the act, the 
agency may exempt a manufacturer 
from section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of an ice 
bag, the agency cannot make the 
required finding. To protect the public 
health, the agency needs to be able to 
identify the firms manufacturing this 
device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning an ice bag. The 
agency does not at this time anticipate 
that premarket approval will be required 
for this device. The agency believes that 
the semiannual updating of device 
listing under section 510(j)(2) will 
provide FDA with adequate notice 
concerning new products within this 
generic type of device. 

In response to the Panel’s 
recommendation that manufacturers of 
an ice bag be exempt from the device 
good manufacturing practice (GMP) 
regulation under section 520(f) of the act. 
FDA is proposing that a manufacturer of 
this device who does not label or 
otherwise represent it as sterile be 
exempt, in the manufacture of the 
device, from all requirements in the 
GMP regulation except § 820.180 (21 
CFR 820.180), with respect to general 
requirements concerning records, and 
§ 820.198 (21 CFR 820.198). with respect 
to complaint files. Based on available 
information about current practices U9ed 
in the manufacture of the device and 
user experience with the device, the 
agency has determined that application 
of the GMP regulation, other than 
§5 820.180 and 820.198. is unlikely to 
improve the safety and effectiveness of 
the device. The agency believes, 
however, that manufacturers of an ice 
bag. even when it is not labeled or 
otherwise represented as sterile, must 
still be required to comply with the 
complaint file requirements of § 820.198 
to ensure that these manufacturers have 
adequate systems for complaint 
investigation and followup. The agency 
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also believes that manufacturers of an 
ice bag must still be required to comply 
with the general requirements 
concerning records in § 820.100 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. A manufacturer of an 
ice bag that is labeled or otherwise 
represented as sterile is, in the 
manufacture of this device, subject to 
the GMP regulation in its entirety. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513. 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6050, to read as 
follows: 

§ 880.6050 Ice bag. 

(a) Identification . An ice bag is a 
device in the form of a container 
intended to be filled with ice that is used 
to apply dry cold therapy to an area of 
the body for therapeutic purposes. The 
device may include a holder that keeps 
the bag in place against an external area 
of the patient. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. If 
the device is not labeled or otherwise 
represented as sterile, it also is exempt 
from the good manufacturing practice 
regulation in Part 820 of this chapter, 
with the exception of § 820.180, with 
respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
cumments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets jn the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 


Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

[FR Doc. 79-26094 Filed 9-23-79; 6:45 amj 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

[Docket No. 78N-1333) 

Medical Devices; Classification of 
Disposable Bedding 

agency: Food and Drug Administration. 
action: Proposed rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying disposable bedding into class 
I (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of publication in 
the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L, Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Avenue, Silver Spring, MD 20910, 301- 
427-7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of disposable bedding: 

1. Identification: Disposable bedding is a 
device intended to be used by one patient for 
a period of time and then discarded. This 
generic type of device includes disposable 
bedsheets, bedpads, pillows and pillowcases, 
blankets, and emergency rescue blankets. 


2. Recommended classification: Class I 
(general controls). The Panel recommends 
that the device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
disposal bedding be classified into class I 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel recommends that this 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and that defects are readily 
apparent to the user. The Panel also 
recommends that the material used in the 
bedding be non-irritating to the skin. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel member’s 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: Skin irritation: The 
device could cause skin irritation to the 
patient. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
disposable bedding be classified into 
class I (general controls). The history of 
use of the device has shown that there is 
minimal risk of skin irritation caused by 
the device. Therefore, the agency 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of 
disposable bedding be exempt from the 
device good manufacturing practice 
(GMP) regulation under section 520(f) of 
the act. FDA is proposing that a 
manufacturer of this device who does 
not label or otherwise represent it as 
sterile be exempt, in the manufacture of 
the device, from all requirements in the 
GMP regulation except § 820.180 (21 
CFR 820.180), with respect to general 
requirements concerning records, and 
§ 820.198 (21 CFR 820.198), with respect 
to complaint files. Based on available 
information about current practices used 
in the manufacture of the device and 
user experience with the device, the 
agency has determined that application 
of the GMP regulation, other than 
§§ 820.180 and 820.198, is unlikely to 
improve the safety and effectiveness of 
the device. The agency believes, 
however, that manufacturers of 
disposable bedding, even when it is not 
labeled or otherwise represented as 
sterile, must still be required to comply 
with the complaint file requirements of 
§ 820.198 to ensure that these 
manufacturers have adequate systems 








49914 


Federal Register / Vol. 44, No. 166 / Friday, August 24, 1979 / Proposed Rules 


for complaint investigation and 
followup. The agency also believes that 
manufacturers of disposable bedding 
must still be required to comply with the 
general requirements concerning records 
in § 820.180 to ensure that FDA has 
access to complaint files, can investigate 
device-related injury reports and 
complaints about product defects, may 
determine whether the manufacturer's 
corrective actions are adequate, and 
may determine whether the exemption 
from other sections of the GMP 
regulation is still appropriate. A 
manufacturer of disposable bedding that 
is labeled or otherwise represented as 
sterile is, in the manufacture of this 
device, subject to the GMP regulation in 
its entirety. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6060, to read as 
follows: 

S 830.6060 Disposable bedding. 

(a) Identification. Disposable bedding 
is a device intended to be used by one 
patient for a period of time and then 
discarded. This generic type of device 
includes disposable bedsheets, bedpads, 
pillows and pillowcases, blankets, and 
emergency rescue blankets. 

(b) Classification. Class I (general 
controls). If the device is not labeled or 
otherwise represented as sterile, it is 
exempt from the good manufacturing 
practice regulation in Part 820 of this 
chapter, with the exception of § 820.180, 
with respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

Interested persons may, on or before 
(October 23.1979) submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane. Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 


Dated: August 10,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-28095 Filed 8-23-79; 8.45 am] 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

(Docket No. 78N-1334] 

Medical Devices; Classification of Bed 
Boards 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying bed boards into class I 
(general controls). FDA is also 
publishing the recommendations of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring. MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of bed boards: 

1. Identification: A bed board is a device 
consisting of a stiff board used to increase 
the firmness of a bed for therapeutic 
purposes. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 


that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends thut 
bed boards be classified into clas9 I because 
the Panel believes that general controls are 
sufficient to provide reasonable assurance of 
the safety and effectiveness of the device. 
The Panel recommends that this device be 
exempt from premarket notification under 
section 510(k) of the act because the Panel 
believes that FDA does not need to receive 
premarket notification of a manufacturer s 
intent to market this simple device. The Panel 
recommends that this device be exempt from 
the good manufacturing practice (GMP) 
regulation under section 520(f) of the act 
because the Panel believes that the quality of 
the device is easily discernible and that 
defects are readily apparent to the user. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agress with the Panel 
recommendation and is proposing that 
bed boards be classified into class I 
(general controls). The agency believes 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of a 
bed board be exempt from section 510(k) 
of the act (21 U.S.C. 360(k)), FDA is 
proposing that these manufacturers be 
subject to registration and device listing 
under section 510 (a) through (j) of the 
act, but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulations (21 CFR Part 807). Under 
section 510(g)(4) of the act, the agency 
may exempt a manufacturer from 
section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a bed 
board, the agency cannot make the 
required finding. To protect the public 
health, the agency needs to be able to 
identify the firms manufacturing this 
device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning a bed board. 

The agency does not at this time 
anticipate that premarket approval will 
be required for this device. The agency 
believes that the semiannual updating of 
device listing under section 510(j)(2) will 
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provide FDA with adequate notice 
concerning new products within this 
generic type of device. 

In response to the Panel's 
recommendation that manufacturers of a 
bed board be exempt from the device 
good manufacturing practice (GMP) 
regulation under section 520(f) of the act 
(21 U.S.C. 360j(f)), FDA is proposing that 
a manufacturer of this device be exempt, 
in the manufacture of the device, from 
all requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a bed board must still 
be required to comply with the 
complaint File requirements of 5 820.198 
to ensure that these manufacturers have 
adequate systems for complaint 
investigation and followup. The agency 
also believes that manufacturers of a 
bed board must still be required to 
comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and complaints 
about product defect, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6070, to read as 
follows: 

§880.6070 Bed board. 

(a) Identification . A bed board is a 
device consisting of a stiff board used to 
increase the Firmness of a bed for 
therapeutic purposes. 

(b) Classification. CIas9 I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

Tne device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 


records, and § 820.198, with respect to 
complaint files. 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above ofFice between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 10,1979. 

William R. Randolph. 

Acting Associate Commissioner for 
Regulatory A ffairs. 

|FR Doc. 79-26096 Filed 8-23-79: 8.45 am] 

BILLING CODE 4110-03-* 


[21 CFR Part 8801 
[Docket No. 78N-1335] 

Medical Devices; Classification of 
Cardiopulmonary Resuscitation 
Boards 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying cardiopulmonary 
resuscitation boards into class I (general 
controls). FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 


Education, and Welfare. 8757 Georgia 
Avenue, Silver Spring, MD 20910, 301- 
427-7555. 

SUPPLEMENTARY INFORMATION*. % 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, and FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of cardiopulmonary 
resuscitation boards: 

1. Identification: A cardiopulmonary 
resuscitation board is a device consisting of a 
rigid board which is placed under a patient to 
act as a support during cardiopulmonary 
resuscitation. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
cardiopulmonary resuscitation boards be 
classified into class I because the Panel 
believes that general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device. The Panel 
recommends that this device be exempt from 
premarket notification under section 510(k) of 
the act because the Panel believes that FDA 
does not need to receive premarket 
notification of a manufacturer’s intent to 
market this simple device. The Panel 
recommends that this device be exempt from 
the good manufactun $ practice regulation 
under section 520(f) of the act because the 
Panel believes that the quality of the device 
is easily discernible and that defects are 
readily apparent to the user. The Panel 
recommends that the device be unbreakable, 
splinter-free, and of the proper length. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members* 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
cardiopulmonary resuscitation boards 
be classified into class I (general 
controls) because the agency believes 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of the device. 

In response to the Panel's 
recommendation that manufacturers of a 
cardiopulmonary resuscitation board be 
exempt from section 510 of the act, FDA 
is proposing that these manufacturers be 
subject to registration and device listing 
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under section 510(a) through (j) of the 
act, but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulation (21 CFR Part 807). Under 
section 510(g)(4) of the act. the agency 
may exempt a manufacturer from 
section 510 only if it Finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a 
cardiopulmonary resuscitation board, 
the agency cannot make the required 
finding. To protect the public health, the 
agency needs to be able to identify the 
firms manufacturing this device and to 
conduct necessary inspections. The 
agency has determined, however, that it 
is not necessary for the protection of the 
public health that FDA receive 
premarket notification submissions 
concerning a cardiopulmonary 
resuscitation board. The agency does 
not at this time anticipate that 
premarket approval will be required for 
this device. The agency believes that the 
semiannual updating of device listing 
under section 510(j)(2) will provide FT)A 
with adequate notice concerning new 
products within this generic type of 
device. 

In response to the Panel’s 
recommendation that manufacturers of a 
cardiopulmonary resuscitation board be 
exempt from the device good 
manufacturing practice (GMP) 
regulation under section 520(f) of the act, 
FDA is proposing that a manufacturer of 
this device be exempt, in the 
manufacture of the device, from ail 
requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198). with respect to complaint 
Files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198. is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a cardiopulmonary 
resuscitation board must still be 
required to comply with the complaint 
File requirements of § 820.198 to ensure 
that these manufacturers have adequate 
systems for complaint investigation and 
followup. The agency also believes that 
manufacturers of a cardiopulmonary 
resuscitation board must still be 
required to comply with the general 
requirements concerning records in 
§ 820.180 to ensure that FDA has access 
to complaint files, can investigate 


device-related injury reports and 
complaints about product defects, may 
determine whether the manufacturer’s 
corrective actions are adequate, and 
may determine whether the exemption 
from other sections of the GMP 
regulation is still appropriate. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1). the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6080. to read as 
follows: 

§ 880.6080 Cardiopulmonary resuscitation 
board. 

(a) Identification. A cardiopulmonary 
resuscitation board is a device 
consisting of a rigid board which is 
placed under a patient to act as a 
support during cardiopulmonary 
resuscitation. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint Files. 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs . 

|FR Doc. 79-28097 Ftllrd 8-23-79; 8:43 nm| 

BILLING CODE 4110-03-M 


[21 CFR Part 8801 

(Docket No. 78N-1336] 

Medical Devices; Classification of Hot/ 
Cold Water Bottles 

agency: Food and Drug Administration. 
action: Proposed rule. 


summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying hot/cold water bottles into 
class I (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Admendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-350), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health. 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of hot/cold water bottles: 

1. Identification: A hot/cold water bottle is 
a device in the form of a container intended 
to be filled with hot or cold water used to 
apply heat or cold to an area of the body for 
therapeutic purposes. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
hot/cold water bottles be classified into class 
I because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel recommends that this 
device be exempt from premarket notification 
under section 510(k) of the act because the 
Panel believes that FDA does not need to 
receive premarket notification of a 










Federal Register / Vol. 44, No. 166 / Friday, August 24, 1979 / Proposed Rules 


49917 


manufacturer’s intent to market this simple 
device. The Panel recommends that this 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and that defects are readily 
apparent to the user. The Panel recommends 
that the material used in this device be 
leakproof. In addition, the Panel recommends 
that there be labeling as to correct usage, e.g., 
a warning that boiling water should not be 
used. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
hot/cold water bottles be classified into 
clas 9 I (general controls. The agency 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of a 
hot/cold water bottle be exempt from 
section 510(k) of the act, FDA is 
proposing that these manufacturers be 
subject to registration and device listing 
under section 510(a) through (j) of the 
act, but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulations (21 CFR Part 807). Under 
section 510(g)(4) of the act. the agency 
may exempt a manufacturer from 
section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a hot/ 
cold water bottle, the agency cannot 
make the required finding. To protect 
the public health, the agency needs to be 
able to identify the firms manufacturing 
this device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning a hot/cold 
water bottle. The agency does not at this 
time anticipate that premarket approval 
will be required for this device. The 
agency believes that the semiannual 
updating of device listing under section 
510(j)(2) will provide FDA with adequate 
notice concerning new products within 
this generic type of device. 

In response to the Panel’s 
recommendation that manufacturers of a 
hot/cold water bottle be exempt from 
the device good manufacturing practice 
(GMPJ regulation under section 520(f) of 
the act, FDA is proposing that a 


manufacturer of this device be exempt, 
in the manufacture of the device, from 
all requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a hot/cold water bottle 
must still be required to comply with the 
complaint file requirements of § 820.198 
to ensure that these manufacturers have 
adequate systems for complaint 
investigation and followup. The agency 
also believes that manufacturers of a 
hot/cold water bottle must still be 
required to comply with the general 
requirements concerning records in 
§ 820.180 to ensure that FDA has access 
to complaint files, can investigate 
device-related injury reports and 
complaints about product defects, may 
determine whether the manufacturer’s 
corrective actions are adequate, and 
may determine whether the exemption 
from other sections of the GMP 
regulation is still appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6085, to read as 
follows: 

§ 880.6085 Hot/cold water bottle. 

(a) Identification. A hot/cold water 
bottle is a device in the form of a 
container intended to be filled with hot 
or cold water used to apply heat or cold 
to an area of the body for therapeutic 
purposes. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

Interested persons may. on or before 
October 23.1979 submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 


copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in heading of this document. 
Received comments may be seen in the 
above office between 9 a.m, and 4 p.m.. 
Monday through Friday. 

Date: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

[FR Doc. 79-2SO90 Filed 0-23-79; &45 *m| 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

(Docket No. 78N-1338} 

Medical Devices; Classification of 
Aerator Cabinets 

AGENCY: Food and Drug Administration. 
ACTION: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying aerator cabinets into class II 
(performance standards). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare. 8757 Georgia 
Ave.. Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
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The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of aerator cabinets: 

1. Identification: An aerator cabinet is a 
device consisting of a cabinet with a 
ventilation system designed to circulate and 
exchange the air in the cabinet to assist 
residual ethylene oxide (ETO) to escape from 
wrapped medical devices that have 
undergone ETO sterilization. 

2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a high priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
aerator cabinets be classified into class II 
because the Panel believes that the electrical 
properties of the aerator cabinet must be 
controlled through an electrical safety 
standard. The Panel also believes that 
performance standards are needed to assure 
adequate air movement within the aerator 
cabinet and to assure proper venting of the 
aerator cabinet. The Panel believes that 
general controls would not provide sufficient 
control over these characteristics. The Panel 
believes that a standard would provide 
reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a standard 
to provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: (a) Bums: Medical 
devices that contain residual ETO may cause 
bums where they contact the skin or body. 

(b) Hemolysis (destruction of red blood cells) 
and tissue damage: Implantable devices that 
contain residual ETO may cause hemolysis 
and localized tissue damage, (c) Electric 
shock: Improper device design and 
construction or device malfunction can result 
in electrical shock. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
aerator cabinets be classified into class 
II (performance standards). The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a standard to provide this 
assurance. 

In the Federal Register of June 23.1978 
(43 FR 27474), FDA proposed to amend 
Parts 211 and 821 (21 CFR Parts 211 and 
821) to establish maximum residue limits 
and maximum levels of exposure of 
ethylene oxide and its two major 
reaction products, ethylene chlorohydrin 


and ethylene glycol. This proposal 
would impose restrictions on the 
continued use of eythlene oxide as a 
sterilant for certain drug products and 
medical devices for human use by: (1) 
Establishing maximum residue limits for 
ethylene oxide and its two major 
reaction products, ethylene chlorohydrin 
(2-chloroethanol) and ethylene glycol in 
drug products for human and veterinary 
use, including biological products for 
human use. and in medical devices for 
human use: and (2) establishing 
maximum daily levels of exposure for 
drug products for ethylene oxide and its 
two major reaction products. FDA 
proposed this action because residues of 
ethylene oxide and its two major 
reaction products in drug products and 
devices for which ethylene oxide is used 
as a sterilant may produce toxic 
reactions in patients, and because of the 
potential risk of mutagenicity from 
exposure to these residues. The 
restrictions imposed by this proposed 
rule concern aerator cabinets because 
this device is used to assist residual 
ethylene oxide and its reaction products 
to escape from treated products. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-548 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6100 as follows: 

§ 880.6100 Aerator cabinet 

(a) Identification. An aerator cabinet 
is a device consisting of a cabinet with a 
ventilation system designed to circulate 
and exchange the air in the cabinet to 
assist residual ethylene oxide (ETO) to 
escape from wrapped medical devices 
that have undergone ETO sterilization. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.ra., Monday through Friday. 


Dated: August 15,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

JFK Doc 79-28099 Ffled 8-23-79:8:45 nm| 

BILLING CODE 4110-03-44 


121 CFR Part 880) 

(Docket No. 78N-13401 

Medical Devices; Classification of 
Medical Chairs and Tables 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying medical chairs and tables 
into class I (general controls). FDA is 
also publishing the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class 1 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave.. Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

Anotice elsewhere in this issue of the 
Federal Register provides background 
information concerning the development 
of the proposed regulation. The General 
Hospital and Personal Use Device 
Classification Panel, an FDA advisory 
committee, made the following 
recommendation with respect to the 
classification of medical chairs and 
tables: 

1. Identification: A medical chair or table is 
a device consisting of a chair or table without 
wheels and not electrically powered which, 
by reason of special shape or attachments. 
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such a9 food trays or headrests, or special 
features, such as a built-in raising and 
lowering mechanism or removable arms, is 
designed for the use of blood donors, geriatric 
patients, or patients undergoing treatment or 
examination. The Panel identified this 
generic type of device under the names 
' blood donor chair," "examination and 
treatment chair.” and "geriatric chair.” 

2. Recommended classification: Class 1 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
medical chairs and tables be classified into 
class I because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The Panel 
recommends that this device be exempt from 
premarket notification under section 510(k) of 
the act because the Panel believes that FDA 
does not need to receive premarket 
notification of a manufacturer’s intent to 
market this simple device. The Panel 
recommends that this device be exempt from 
the good manufacturing practice regulation 
under section 520(f) of the act because the 
Panel believes that the quality of the device 
is easily discernible and that defects are 
readily apparent to the user. The Panel also 
recommends that the device be sufficiently 
stable that it does not tip over and 
sufficiently durable that it does not collapse. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
medical chairs and tables be classified 
into class 1 (general controls). The 
agency believes that general controls 
are sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of a 
medical chair or table be exempt from 
section 510(k) of the act, FDA is 
proposing that these manufacturers be 
subject to registration and device listing 
under section 510 (a) through (j) of the 
act. but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulations (21 CFR Part 807). Under 
section 510(g)(4) of the act. the agency 
may exempt a manufacturer from 
section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a 


medical chair or table, the agency 
cannot make the required finding. To 
protect the public health, the agency 
needs to be able to identify the firms 
manufacturing this device and to 
conduct necessary inspections. The 
agency has determined, however, that it 
is not necessary for the protection of the 
public health that FDA receive 
premarket notification submissions 
concerning a medical chair or table. The 
agency does not at this time anticipate 
that premarket approval will be required 
for this device. The agency believes that 
the semiannual updating of device 
listing under section 510(j)(2) will 
provide FDA with adequate notice 
concerning new products within this 
generic type of device. 

In response to the Panel’s 
recommendation that manufacturers of a 
medical chair or table be exempt from 
the device good manufacturing practice 
(GMP) regulation under section 520(f) of 
the act, FDA is proposing that a 
manufacturer of this device be exempt, 
in the manufacture of the device, from 
all requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198). with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198. is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a medical chair or 
table must still be required to comply 
with the complaint file requirements of 
§ 820.198 to ensure that these 
manufacturers have adequate systems 
for complaint investigation and 
followup. The agency also believes that 
manufacturers of a medical chair or 
table must still be required to comply 
with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 


by adding new § 880.6140, to read as 
follows: 

§ 880.6140 Medical chair and table. 

(a) Identification. A medical chair or 
table is a device consisting of a chair or 
table without wheels and not 
electrically powered which, by reason of 
special shape or attachments, such as 
food trays or headrests, or special 
features such as a built-in raising and 
lowering mechanism or removable arms, 
is designed for the use of blood donors, 
geriatric patients, or patients undergoing 
treatment or examination. 

(b) Classification . Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

Interested persons may, on or before 
October 23.1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10, 1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

|FR Doc 79-28100 Filed 8-2:1-79: &45 an) 

BILLING CODE 4110-03-M 


[21 CFR Part 8801 
(Docket No. 78N-1341] 

Medical Devices; Classification of 
Ultrasonic Cleaners for Medical 
Instruments 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying ultrasonic cleaners for 
medical instruments into class I (general 
controls). FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
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into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

DATES: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane. Rockville, MD 
20657. 

FOR FURTHER INFORMATION CONTACT. 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration. Department of Health* 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910. 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of ultrasonic cleaners for 
medical instruments: 

1. Identification: An ultrasonic cleaner for 
medical instruments is a device used to clean 
medical instruments by the emission of high 
frequency soundwaves. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
ultrasonic cleaners for medical instruments 
be classified into class I because the Panel 
believes that general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device. The Panel 
also recommends that the device labeling 
advise users to check periodically the level of 
energy emitted by the device. 

4. Summary of data on which the 
recommendation ts based: The Panel based 
its recommendation on the Panel members* 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
ultrasonic cleaners for medical 
instruments be classified into class 1 
(general controls) with no exemptions. 
The agency believes that general 
controls are sufficient to provide 


reasonable assurance of the safety and 
effectiveness of the device. 

In addition to the Medical Device 
Amendments of 1976 (Pub. L 94-295). 
FDA has authority under the Radiation 
Control for Health and Safety Act of 
1968 (Pub. L. 90-602) to establish and 
implement an electronic product 
radiation control program that includes 
performance standards for electronic 
products and their related accessories. 
Within this program, radiation emission 
performance standards have been, and 
will continue to be, set and enforced for 
certain medical devices that emit 
electronic product radiation. At this 
time, performance standards have been 
promulgated for diagnostic x-ray 
systems and their major components 
(§ 1020.30(21 CFR 1020.30)), radiographic 
equipment (§ 1020.32 (21 CFR 1020.32)). 
laser products, whether used medically 
or not (§§ 1040.10 and 1040.11 (21 CFR 
1040.10 and 1040.11)). and ultrasonic 
therapy products (5 1050.10 (21 CFR 
1050.10)). The agency will use its 
authority over radiation-emitting 
electronic medical products under the 
Medical Device Amendments of 1976 
and/or the Radiation Control for Health 
and Safety Act of 1968, as appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6150. to read as 
follows: 

§880.6150 Ultrasonic cleaner for mecftcal 
instruments. 

(a) Identification. An ultrasonic 
cleaner for medical instruments is a 
device used to clean medical 
instruments by the emission of high 
frequency soundwaves. 

(b) Classification. Class I (general 
controls). 

Interested persons may. on or before 
October 23.1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 


Dated: August 10,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

|FR Doc. 7&-201D1 Filed S-2S-7* ft?5 am] 

BILLING COOE 41HMO-M 


[21 CFR Part 880] 

[Docket No. 78N-1342] 

Medical Devices; Classification of 
Specimen Containers 

agency: Food and Drug Administration. 
action: Proposed rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying specimen containers into 
class I (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane. Rockville. MD 
20657. 

FOR FURTHER INFORMATION CONTACT. 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470). Food and Drug 
Administration, Department of Health, 
Education, and Welfare. 8757 Georgia 
Ave.. Silver Spring. MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of specimen containers: 

1. Identification: A specimen container is a 
device, usually sterile, used for the collection 
and transport of body waste, body exudate, 
or tissue samples. 
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2. Recommended classification: Class 1 
(general controls). The Panel recommends 
that there be no exemptions. 

3 . Summary of reasons for 
recommendation: The Panel recommends that 
specimen containers be classified into class I 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel recommends that the 
device be made of an inert material to 
prevent chemical reactions with the 
specimen, be unbreakable and sterilizable, 
and be designed with a secure closure to 
maintain the integrity of the contents. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of. and clinical 
experience with, the device. 

5 . Risks to health: (a) Inappropriate 
therapy: Lack of sterility or leakage of the 
container may result in contamination or 
deterioration of the sample and lead to 
erroneous test results which could result in 
inappropriate therapy. 

Propoead Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
specimen containers be classified into 
class I (general controls) with no 
exemptions. The agency believes that 
general controls are sufficient to provide 
reasonable asssurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a)) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6175, to read as 
follows: 

§ 880.6175 Specimen container. 

(a) Identification. A specimen 
container is a device, usually sterile, 
used for the collection and transport of 
body waste, body exudate, or tissue 
samples. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65. 5600 Fishers 
l*ane, Rockville. MD 20857. written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 


Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 7S-20102 Filed 8-23-7* 8:45 am) 

BHJJMG COOE 4110-03-M 


[21 CFR Part 8801 
[Docket No. 78N-1343J 

Medical Devices; Classification of Cast 
Covers 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying cast covers into class I 
(general controls). FDA is also 
publishing the recommendation of the 
Physical Medicine Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments. FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

ADDRESS: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare. 8757 Georgia 
Ave., Silver Spring, MD 20910, 301^*27- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Physical Medicine Device 
Classification Panel, an FDA advisory 
committee, made the following 
recommendation regarding the 
classification of cast covers: 

1. Identification: A cast cover is a device 
made of waterproof material that is placed 
over a cast to protect it from getting wet 
during a shower or a bath. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 


that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 360(k)), from records and reports 
regulations under section 519 of the act (21 
U.S.C. 360i), and from the good manufacturing 
practice regulation under section 520(f) of the 
act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
cast covers be classified into class I because 
the Panel believes that general controls are 
sufficient to provide reasonable assurance of 
the safety and effectiveness of the device. 
Because this is a simple device with no 
known potential risks to health, the Panel 
believes that it should be exempt from 
sections 510(k). 519, and 520(f) of the acL 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members* 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Physical 
Medicine Device Classification Panel 
recommendation and is proposing that 
cast covers be classified into class I 
(general controls). The agency has 
concluded that cast covers should be 
published in the part of the Code of 
Federal Regulations for General 
Hospital and Personal Use Devices. The 
agency believes that general controls 
are sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of a 
cast cover be exempt from section 510(k) 
of the act, FDA is proposing that these 
manufacturers be subject to registration 
and device listing under section 510(a) 
through (j) of the act, but exempt from 
premarket notification under section 
510(k) of the act and Subpart E of Part 
807 of the regulations (21 CFR Part 807). 
Under section 510(g)(4) of the act, the 
agency may exempt a manufacturer 
from section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a cast 
cover, the agency cannot make the 
required finding. To protect the public 
health, the agency needs to be able to 
identify the firms manufacturing this 
device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning a cast cover. 

The agency does not at this time 
anticipate that premarket approval will 
be required for this device. The agency 
believes that the semiannual updating of 
device listing under section 510(j)(2) will 
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provide FDA with adequate notice 
concerning new products within this 
generic type of device. 

FDA disagrees with the Panel’s 
recommendation that manufacturers of a 
cast cover be exempt from records and 
reports regulations under section 519 of 
the act. The records and reports 
requirements in several of FDA's 
present device regulations are 
authorized, wholly or in part, by section 
519. The most extensive of these 
requirements are found in the device 
good manufacturing practice (GMP) 
regulation, published in the Federal 
Register of July 21.1978 (43 FR 31508). In 
the future. FDA will publish other 
regulations under section 519, including 
regulations requiring reports to FDA of 
experience with medical devices. Unitl 
these regulations are issued. FDA 
believes that it cannot properly issue 
exemptions from them. In the future, 
whenever the agency proposes device 
regulations that include records and 
reports requirements, interested persons 
may submit comments requesting that 
certain classes of manufacturers or 
other persons be exempt from the 
requirements, and FDA will issue 
exemptions that are appropriate. The 
only type of exemption from records and 
reports requirements that FDA is 
proposing now, in device classification 
regulations, is an exemption of certain 
manufacturers from requirements of the 
device GMP regulation. The exemption 
will not extend to two device GMP 
requirements, 8 820.180 (21 CFR 820.180), 
with respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. 

In response to the Panel’s 
recommendation that manufacturers of a 
cast cover be exempt from the device 
good manufacturing practice (GMP) 
regulation under section 520(f) of the act, 
FDA is proposing that a manufacturer of 
this device be exempt, in the 
manufacture of the device, from all 
requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180). with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a cast cover must still 
be required to comply with the 
complaint file requirements of § 820.198 


to ensure that these manufacturers have 
adequate systems for complaint 
investigation and followup. The agency 
also believes that manufacturers of a 
cast cover must still be required to 
comply with the general requirements 
concerning records in 820.180 to ensure 
that FDA has access to complaint Files, 
can investigate device-related injury 
reports and complaints about product 
defects, may determine whether the 
manufacturer’s corrective actions are 
adequate, and may determine whether 
the exemption from other sections of the 
GMP regulation is still appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-548 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6185, to read as 
follows: 

§ 880.6185 Cast cover. 

(a) Identification . A cast cover is a 
device made of waterproof material that 
is placed over a cast to protect it from 
getting wet during a shower or a bath. 

(b) Classification . Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m.. Monday through Friday. 

Dated: August 10,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

(FR Doc. 79-26103 Filed 8-23-79: 8:45 am] 

BILLING CODE 4110-03-14 


[21 CFR Part 880] 

[Docket No. 78N-1344] 

Medical Devices; Classification of 
Mattress Covers 

AGENCY: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying mattress covers into class I 
(general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

ADDRESS: Written comments to the 
office of the Hearing Clerk (HFA-305) 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of mattrfess covers: 

1. Identification: A mattress cover is a 
device usually made of plastic used to protect 
a mattress. The device may contain a 
germicide and may he electrically conductive. 

2. Recommended classification: Class 1 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and from ’he good 
manufacturing practice regulation under 
section 520(f) of the act 121 U.S.C. 360j(f)h 

3. Summary of reason* tor 
recommendation: The Panel recommends that 
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mattress covers be classified into class I 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel recommends that this 
device be exempt from premarket notification 
under section 510(k) of the act because the 
panel believes that FDA does not need to 
receive a premarket notification of a 
manufacturer's intent to market this simple 
device. The Panel recommends that this 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and that defects are readily 
apparent to the user. The Panel also 
recommends that the device be impermeable 
to fluids. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. 

5. Risk to health: Crossinfection: If the 
device is not capable of being cleaned or 
sterilized for reuse, crossinfection could 
occur between patients. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
mattress covers be classified into class I 
(general controls). The agency believes 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of the device. 
The agency disagrees with the Panel 
recommendation that manufacturers of a 
mattress cover be exempt from 
premarket notification under section 
510(k) of the act. Under section 510(g)(4) 
of the act, the agency may exempt a 
manufacturer from compliance with 
section 510(k) of the act only upon a 
finding that compliance is not necessary 
for the protection of the public health. In 
the case of mattress covers, the agency 
cannot make the required finding. To 
protect the public health, FDA needs to 
require premarket notification by these 
manufacturers to assure that the agency 
learns of new products, and significant 
modifications of existing products, for 
which premarket approval is required. 

In response to the Panel’s 
recommendation that manufacturers of a 
mattress cover be exempt from the 
device good manufacturing practice 
(CMP) regulation under section 520(f) of 
the act (21 U.S.C. 360j(f)), FDA is 
proposing that a manufacturer of this 
device who does not label or otherwise 
represent it as sterile be exempt, in the 
manufacturer of the device, from all 
requirements in the GMP regulation 
except 5 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and § 820.189 (21 
CFR 820.198). with respect to complaint 
files. Based on available information 
about current practices used in the 


manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a mattress cover, even 
when it is not labeled or otherwise 
represented as sterile, must still be 
required to comply with the complaint 
file requirements of § 820.198 to ensure 
that these manufacturers have adequate 
systems for complaint investigation and 
followup. The agency also believes that 
manufacturers of a mattress cover must 
still be required to comply with the 
general requirements concerning records 
in § 820.180 to ensure that FDA has 
access to complaint files, can investigate 
device-related injury reports and 
complaints about product defects, may 
determine whether the manufacturer’s 
corrective actions are adequate, and 
may determine whether the exemption 
from other sections of the GMP 
regulation is still appropriate. A 
manufacturer of a mattress cover that is 
labeled or otherwise represented as 
sterile is, in the manufacture of this 
device, subject to the GMP regulation in 
its entirety. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6190, to read as 
follows: 

$880.6190 Mattress cover. 

(a) Identification. A mattress cover is 
a device usually made of plastic used to 
protect a mattress. The device may 
contain a germicide and may be 
electrically conductive. 

(b) Classification . Class I (general 
controls). If the device is not labeled or 
otherwise represented as sterile, it is 
exempt from the good manufacturing 
practice regulation in Part 820 of this 
chapter, with the exception of § 820.180, 
with respect to general requirements 
concerning records, and § 820.189. with 
respect to complaint files. 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 


document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 10,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 79-28104 Filed 8-23-79: 8:45 amj 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

[Docket No. 78N-1345] 

Medical Devices; Classification of Ring 
Cutters 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying ring cutters into class I 
(general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration. Department of Health. 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring. MD 20910, 301-427- 
7555. 

SUPPLEMENT ARY INFORMATION: 

Panel Recommendation 

A Proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of ring cutters: 
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1. Identification: A ring cutter is a device 
used to cut a ring on a patient's finger so that 
the ring can be removed. The device 
incorporates a guard to prevent injury to the 
patient’s finger. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and from the good 
manufacturing practice regulation under 
secition 520(f) of the act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
ring cutters be classified into class I (general 
controls) because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The Panel 
recommends that this device be exempt from 
premarket notificatiorr under section 510(k) of 
the act because the Panel believes that FDA 
does not need to receive premarket 
notification of a manufacturer s intent to 
market this simple device. The Panel 
recommends that this device be exempt from 
the good manufacturing practice regulation 
under section 520(f) of the act because the 
panel believes that the quality of the device 
is easily discernible and that defects are 
readily apparent to the user. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of, and clinical 
experience with, the device. 

5 . Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
ring cutters be classified into class I 
(general controls). The agency believes 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of a 
ring cutter be exempt from section 
510(k) of the act, FDA is proposing that 
these manufacturers be subject to 
registration and device listing under 
section 510 (a) through (j) of the act, but 
exempt from premarket notification 
under section 510(k) of the act and 
Subpart E of Part 807 of the regulations 
(21 CFR Part 807). Under section 
510(g)(4) of the act, the agency may 
exempt a manufacturer from section 510 
only if it finds that compliance with this 
section is not necessary for the 
protection of the public health. In the 
case of registration and listing by 
manufacturers of a ring cutter, the 
agency cannot make the required 
finding. To protect the public health, the 
agency needs to be able to identify the 
firms manufacturing this device and to 
conduct necessary inspections. The 
agency has determined, however, that is 
is not necessary for the protection of the 
public health that FDA receive 


premarket notification submissions 
concerning a ring cutter. The agency 
does not at this time anticipate that 
premarket approval will be required for 
this device. The agency believes that the 
semiannual updating of device listing 
under section 510(j)(2) will provide FDA 
with adequate notice concerning new 
products within this generic type of 
device. 

In response to the Panel’s 
recommendation that manufacturers of a 
ring cutter be exempt from the device 
good manufacturing practice (GMP) 
regulation under section 520(f) of the act, 
FDA is proposing that a manufacturer of 
this device be exempt, in the 
manufacture of the device, from all 
requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180). with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
Files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a ring cutter must still 
be required to comply with the 
complaint file requirements of § 820.198 
to ensure that these requirements of 
§ 820.198 to ensure that these 
manufacturers have adequate systems 
for complaint investigation and 
followup. The agency also believes that 
manufacturers of a ring cutter must still 
be required to comply with the general 
requirements concerning records in 
§ 820.180 to ensure that FDA has access 
to complaint Files, can investigate 
device-related injury reports and 
complaints about product defects, may 
determine whether the manufacturer’s 
corrective actions are adequate, and 
may determine whether the exemption 
from other sections of the GMP 
regulation is still appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to him (21 CFR 5.1). the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6200. to read as 
follows: 

§ 680.6200 Ring cutter. 

(a) Identification. A ring cutter is a 
device used to cut a ring on a patient’s 
finger so that the ring can be removed. 
The device incorporates a guard to 
prevent injury to the patient’s finger. 


(b) Classification. Class 1 (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

Interested persons may. on or before 
October 23.1979 submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65. 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m.. Monday 
through Friday. 

Dated: August 10,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-20105 Filed 8-23-79; 8;45 am| 

BILLING CODE 4110-03-M 

121 CFR Part 880] 

I Docket No. 78N-1346] 

Medical Devices; Classification of 
Tongue Depressors 

AGENCY: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying tongue depressors into class 
I (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel, the General 
and Plastic Surgery Device 
Classification Panel, the Dental Device 
Classification Panel, and the Ear. Nose, 
and Throat Device Classification Panel 
that the device be classified into class I. 
The effect of classifying a device into 
class I is to require that the device meet 
only the general controls applicable to 
all devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 

dates; Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
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30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health. 
Education, and Welfare, 8757 Georgia 
Avenue, Silver Spring, MD 20910, 301- 
427-7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, the General 
and Plastic Surgery Device 
Classification Panel, the Dental Device 
Classification Panel, and the Ear, Nose, 
and Throat Device Classification Panel, 
FDA advisory committees, made the 
following recommendation regarding the 
classification of tongue depressors: 

1. Identification: A tongue depressor is a 
device used to displace the tongue to 
facilitate examination of the surrounding 
organs and tissues. The General and Plastic 
Surgery Device Classification panel identified 
this generic type of device under the name 
“tongue blades.” The Dental Device 
Classification.Panel identified this generic 
type of device under the name "tongue 
depressors." The Ear, Nose, and Throat 
Device Classification Panel identified this 
generic type of device under the name 
“wooden tongue depressors." 

2. Recommended classification: Class 1 
(general controls). The General Hospital and 
Personal Use Device Classification Panel 
recommends that this device be exempt from 
premarket notification under section 510(k) of 
the Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and, if the device is not labeled 
as sterile, exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 

The General and Plastic Surgery Device 
Classification Panel recommends that there 
be no exemptions for this device. The Dental 
Device Classification Panel recommends that 
this device be exempt from premarket 
notification under section 510(k) of the act. 
records and reports regulations under section 
519 of the act |21 U.S.C. 360i), and the good 
manufacturing practice regulation under 
section 520(f) of the act. The Ear, Nose, and 
Throat Device Classification panel 
recommends that this device be exempt from 
premarket notification under section 510(k) of 
the act. 

3. Summary of reasons for 
recommendation: The Panels recommend that 
tongue depressors be classified intb class I 
because the Panels believe that general 
controls are sufficient to provide reasonable 


assurance of the safety and effectiveness of 
the device. The Panels recommend that this 
device be exempt from premarket notification 
under section 510(k) of the act because the 
Panels believe that FDA does not need to 
receive premarket notification of a 
manufacturer’s intent to market this simple 
device. The Panels recommend that this 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act because the Panels 
believe that the quality of the device is easily 
discernible and that defects are readily 
apparent to the user. The Dental Device 
Classification panel recommends thrat this 
device be exempt from records and reports 
regulations under section 519 of the act 
because the Panel believes that FDA does not 
need to receive records and reports for this 
simple device. The General Hospital and 
Personal Use Device Classification Panel 
recommends that the device should be 
sanitized, although not necessarily sterilized. 
The Panel also recommends that the device 
be smooth and durable. 

4. Summary of data on which the 
recommendations are based: The panels 
based their recommendations on the Panel 
members’ personal knowledge of, and clinical 
experience with, the device. 

5. Risk to health: Infection: If the device is 
labeled as steril and it is not sterile, 
pathogenic organisms could cause an 
infection in the patient. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendations and is proposing that 
tongue depressors be classified into 
class I (general controls). 

The agency has reviewed the 
recommendations of the General 
Hospital and Personal Use Device 
Classification Panel for tongue 
depressors, the General and Plastic 
Surgery Device Classification Panel for 
tongue blades, the Dental Device 
Classification Panel for tongue 
depressors, and the Ear. Nose, and 
Throat Device Classification Panel for 
wooden tongue depressors, and has 
concluded that the device should be 
named "tongue depressor" and its 
classification be published in the part of 
the Code of Federal Regulations for 
General Hospital and Personal Use 
Devices. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of a 
tongue depressor be exempt from 
section 510(k) of the act, FDA is 
proposing that these manufacturers be 
subject to registration and device listing 
under section 510(a) through (j) of the 
act, but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulations (21 CFR Part 807). Under 
section 510(g)(4) of the act, the agency 


may exempt a manufacturer from 
section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a tongue 
depressor, the agency cannot make the 
required finding. To protect the public 
health, the agency needs to be able to 
identify the firms manufacturing this 
device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning a tongue 
depressor. The agency does not at this 
time anticipate that premarket approval 
will be required for this device. The 
agency believes that the semiannual 
updating of device listing under section 
510(j)(2) will provide FDA with adequate 
notice concerning new products within 
this generic type of device. 

FDA disagrees with the Panel’s 
recommendation that manufacturers of a 
tongue depressor be exempt from 
records and reports regulations under 
section 519 of the act. The records and 
reports requirements in several of FDA’s 
present device regulations are 
authorized, wholly or in part, by section 
519. The most extensive of these 
requirements are found in the device 
good manufacturing practice (GMP) 
regulation, published in the Federal 
Register of July 21.1978 (43 FR 31508). In 
the future, FDA will publish other 
regulations under section 519, including 
regulations requiring reports to FDA of 
experience with medical devices. Until 
these regulations are issued, FDA 
believes that it cannot properly issue 
exemptions from them. In the future, 
whenever the agency proposes device 
regulations that include records and 
reports requirements, interested persons 
may submit comments requesting that 
certain classes of manufacturers or 
other persons be exempt from the 
requirements, and FDA will issue 
exemptions that are appropriate. The 
only type of exemption from records and 
reports requirements that FDA i 9 
proposing now, in device classification 
regulations, is an exemption of certain 
manufacturers from requirements of the 
device GMP regulation. The exemption 
will not extend to two device GMP 
requirements. § 820.180 (21 CFR 820.180), 
with respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198). with respect to complaint 
files. 

In response to the Panel’s - 
recommendation that manufacturers of a 
tongue depressor be exempt from the 
device good manufacturing practice 
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(GMP) regulation under section 520(f) of 
the act. FDA is proposing that a 
manufacturer of this device who does 
not label or otherwise represent it as 
sterile be exempt, in the manufacture of 
the device, from all requirements in the 
GMP regulation except § 820.180 (21 
CFR 820.180), with respect to general 
requirements concerning records, and 
§ 820.198 (21 CFR 820.198), with respect 
to complaint files. Based on available 
information about current practices used 
in the manufacture of the device and 
user experience with the device, the 
agency has determined that application 
of the GMP regulation, other than 
§§ 820.180 and 820.198, is unlikely to 
improve the safety and effectiveness of 
the device. The agency believes, 
however, that manufacturers of a tongue 
depressor, even when it is not labeled or 
otherwise represented as sterile, must 
still be required to comply with the 
complaint File requirements of § 820.198 
to ensure that these manufacturers have 
adequate systems for complaint 
investigation and followup. The agency 
also believes that manufacturers of a 
tongue depressor must still be required 
to comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint Files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. A manufacturer of a 
tongue depressor that is labeled or 
otherwise represented as sterile is, in 
the manufacture of this device, subject 
to the GMP regulation in its entirety. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6230, to read as 
follows: 

§ 880.6230 Tongue depressor. 

(a) Identification . A tongue depressor 
is a device used to displace the tongue 
to facilitate examination of the 
surrounding organs and tissues. 

(b) Classification . Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. If 
the device is not labeled or otherwise 
represented as sterile, it also is exempt 
from the good manufacturing practice 
regulation in Part 820 of this chapter, 
with the exception of § 820.180, with 
respect to general requirements 


concerning records, and § 820.198, with 
respect to complaint files. 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65. 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above ofFice between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 10.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc 79-28106 Filed 8-23-79; 8:45 am] 

BILLING CODE 4110-O3-M 


[21 CFR Part 880] 

(Docket No. 78N-1347] 

Medical Devices; Classification of 
Patient Examination Gloves 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for . 
public comment a proposed regulation 
classifying patient examination gloves 
into class I (general controls). FDA is 
also publishing the recommendation of. 
the General Hospital and Personal Use 
Device ClassiFication Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a Final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
ofFice of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 


Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendations regarding the 
classification of patient examination 
gloves: 

1. Identification: A patient examination 
glove is a disposable device worn on the 
examiner’s hand or finger to prevent 
contamination between patient and 
examiner. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 3G0(k)) and. if the device is not labeled 
as sterile, exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
patient examination gloves be classified into 
class I because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The Panel 
recommends that this device be exempt from 
premarket notification under section 510(k) of 
the act because the Panel believes that FDA 
does not need to receive premarket 
notification of a manufacturer’s intent to 
market this simple device. The Panel 
recommends that this device be exempt from 
the good manufacturing practice regulation 
under section 520(f) of the act because the 
Panel believes that the quality of the device 
is easily discernible and that defects are 
readily apparent to the user. The Panel also 
recommends that the device be clean, 
although not necessarily sterile, and that 
glove size be stated on the label to assure 
proper Fit. 

4. Summary of data on which the 
recommendations are based: The Panel based 
its recommendations on the Panel members' 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: None identiFied. 

Proposed ClassiFication 

FDA agrees with the Panel 
recommendation and is proposing that 
patient examination gloves be classiFied 
into class I (general controls). The 
agency believes that general controls 
are sufFicient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of a 
patient examination glove be exempt 
from section 510{k) of the act, FDA is 
proposing that these manufacturers be 











Federal Register / Vol. 44, No. 166 / Friday. August 24, 1979 / Proposed Rules 


49927 


subject to registration and device listing 
under section 510(a) through (j) of the 
act, but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulations (21 CFR Part 807). Under 
section 510(g)(4) of the act. the agency 
may exempt a manufacturer from 
section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the * 
public health. In the case of registration 
and listing by manufacturers of a patient 
examination glove, the agency cannot 
make the required Finding. To protect 
the public health, the agency needs to be 
able to identify the firms manufacturing 
this device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning a patient 
examination glove. The agency does not 
at this time anticipate that premarket 
approval will be required for this device. 
The agency believes that the semiannual 
updating of device listing under section 
510(j)(2) will provide FDA with adequate 
notice concerning new products within 
this generic type of device. 

In response to the Panel’s 
recommendation that manufacturers of a 
patient examination glove be exempt 
from the device good manufacturing 
practice (GMP) regulation under section 
520(f) of the act. FDA is proposing that a 
manufacturer of this device who does 
not label or otherwise represent it as 
sterile be exempt, in the manufacture of 
the device, from all requirements in the 
GMP regulation except § 820.180 (21 
CFR 820.180), with respect to general 
requirements concerning records, and 
§ 820.198 (21 CFR 820.198). with respect 
to complaint files. Based on available 
information about current practices used 
in the manufacture of the device and 
user experience with the device, the 
agency has determined that application 
of the GMP regulation, other than 
§§ 820.180 and 820.198, is unlikely to 
improve the safety and effectiveness of 
the device. The agency believes, 
however, that manufacturers of a patient 
examination glove even when it is not 
labeled or otherwise represented as 
sterile, must still be required to comply 
with the complaint file requirements of 
§ 820.198 to ensure that these 
manufacturers have adequate systems 
for complaint investigation and 
followup. The agency also believes that 
manufacturers of a patient examination 
glove must still be required to comply 
with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 


complaint files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. A manufacturer of a 
patient examination glove that is 
labeled or otherwise represented as 
sterile is. in the manufacture of this 
device, subject to the GMP regulation in 
its entirety. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6250. to read as 
follows: 

$ 880.6250 Patient examination glove. 

(a) Identification. A patient 
examination glove is a disposable 
device worn on the examiner’s hand or 
finger to prevent contamination between 
patient and examiner. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. If 
the device is not labeled or otherwise 
represented as sterile, it is also exempt 
from the good manufacturing practice 
regulation in Part 820 of this chapter, 
with the exception of § 820.180, with 
respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

Interested persons may. on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m., Monday through 
Friday. 

Dated: August 15.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 7&-28107 Filed 8-23-7*8 45 am) 

BILLING COD€ 4110-03-*! 


[21 CFR Part 880] 

(Docket No. 78N-13481 

Medical Devices; Classification of 
Examination Gowns 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying examination gowns into 
class I (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendemnts of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of examination gowns: 

1. Identification: An examination gown is a 
device made of cloth, paper, or other material 
that is draped over or worn by a patient as a 
body covering during a medical examination. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food, Drug, and Cosmetic Act (21 
JL/.S.C. 360(k)) and the good manufacturing 
practice regulation under section 520(f) of the 
act (21 U.S.C. 36Oj(0). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
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examination gowns be classified into class ! 
(general controls) because the Panel believes 
that general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The Panel 
recommends that this device be exempt from 
premarket notification under section 510(k) of 
the act because the Panel believes that FDA 
does not need to receive premarket 
notification of a manufacturer’s intent to 
market this simple device. The Panel 
recommends that this device be exempt from 
the good manufacturing practice regulation 
under section 520(f) of the act because the 
Panel believes that the quality of the device 
is easily discernible and that defects are 
readily apparent to the user. The Panel also 
recommends that the material used in the 
device be flame retardant. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: None identified 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
examination growns be classified into 
class 1 (general controls). The agency 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

In response to the Panels's 
recommendation that manufacturers of 
an examination gown be exempt from 
section 510(k) of the act, FDA is 
proposing that these manufacturers be 
subject to registration and device listing 
under section 510 (a) through (j) of the 
act, but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulations (21 CFR Part 807). Under 
section 510(g)(4) of the act, the agency 
may exempt a manufacturer from 
section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of an 
examination gown, the agency cannot 
make the required finding. To protect 
the public health, the agency needs to be 
able to identify the firms manufacturing 
this device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning an examination 
gown. The agency does not at this time 
anticipate that premarket approval will 
be required for this device. The agency 
believes that the semiannual updating of 
device listing under section 510(j)(2) will 
provide FDA with adequate notice 
concerning new products within this 
generic type of device. 


In response to the Panel’s 
recommendation that manufacturers of 
an examination gown be exempt from 
the device good manufacturing practice 
(GMP) regulation under section 520(f) of 
the act, FDA is proposing that a 
manufacturer of this device who does 
not label or otherwise represent it as 
sterile be exempt, in the manufacture of 
the device, from all requirements in the 
GMP regulation except § 820.180 (21 
CFR 820.180) with respect to general 
requirements concerning records, and 
§ 820.198 (21 CFR 820.198), with respect 
to complaint files. Based on available 
information about current practices used 
in the manufacture of the device and 
user experience with the device, the 
agency has determined that application 
of the GMP regulation, other than 
§§ 820.180 and 820.198, is unlikely to 
improve the safety and effectiveness of 
the device. The agency believes, 
however, that manufacturers of an 
examination gown, even when it is not 
labeled or otherwise represented as 
sterile, must still be required to comply 
with the complaint file requirements of 
§ 820.198 to ensure that these 
manufacturers have adequate systems 
for complaint investigation and 
followup. The agency also believes that 
manufacturers of an examination gown 
must still be required to comply with the 
general requirements concerning records 
in § 820.180 to ensure that FDA has 
access to complaint files, can investigate 
device-related injury reports and 
complaints about product defects, may 
determine whether the manufacturer’s 
corrective actions are adequate, and 
may determine whether the exemption 
from other sections of the GMP 
regulation is still appropriate. A 
manufacturer of an examination gown 
that is labeled or otherwise represented 
as sterile is, in the manufacture of this 
device, subject to the GMP regulation in 
its entirety. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6265, to read as 
follows: 

§ 880.6265 Examination gown. 

(a) Identification. An examination 
gown is a device made of cloth, paper, 
or other material that is draped over or 
worn by a patient as a body covering 
during a medical examination. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. If 


the device is not labeled or otherwise 
represented as sterile, it also is exempt 
from the good manufacturing practice 
regulation in Part 820 of this chapter, 
with the exception of § 820.180, with 
respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

Interested persons may, on or before 
October 23.1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc 79-26108 Filed 8-23-79, 8:45 am| 

BILLING CODE 4110-03-M 


[21 CFR Part 880) 

[Docket No. 78N-1383J 

Medical Devices; Classification of 
Medical Insoles 

agency: Food and Drug Administration. 
action: Proposed rule. 

SUMMARY: The Food and Drug 
Administration (FDA^is issuing for 
public comment a proposed regulation 
classifying medical insoles into class I 
(general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class 1. The 
effect of classifying a device into class 1 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 
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FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(I IFK-470). Food and Drug 
Administration, Department of Health. 
Education, and Welfare, 8757 Georgia 
Ave„ Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of medical insoles: 

1 . Identification: A medical insole is a 
device placed inside a shoe to relieve the 
symptoms of athlete's foot infection by 
absorbing moisture. 

2 . Recommended classification: Class I 
(general controls). The Panel recommends 
that there be on exemptions. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
medical insoles be classified into class I 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. 

4. Summary of data on which the 
recommendation is based* The Panel based 
its recommendation on the Panel members' 
personal knowledge of, and clinical 
experience with, the device and on an article 
describing the use of insoles containing 
activated charcoal to reduce excessive 
perspiration of the foot (Ref. 1 ). The article 
states that in patients who had worn the 
insoles for over 4 weeks, there was a 
decrease in perspiration of the foot 

5. Risks to health: None identified 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
medical insoles be classified into class I 
(general controls) with no exemptions. 
The agency believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Regan. A.. The Treatment of 
Bromhidrosis and Hyperhidrosis with 
Cushioned Insoles Containing Activated 
Charcoal," Current Podiatry, pp. 15-20, 
November 1975 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 


delegated to him (21 CFR 5.1). the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6280, to read as 
follows: 

§ 880.6280 Medical insole. 

(a) Identification. A medical insole is 
a device placed inside a shoe to relieve 
the symptoms of athlete’s foot infection 
by absorbing moisture. 

(b) Classification. Class I (general 
controls). 

Interested persons may. on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 10.1979. 

William F. Randolph, f 

Acting Associate Commissioner for 
Regulatory A ffairs. 

|FR Doc. 79-28109 Filed 6-23-79: 8:45 am] 

BILLING COO€ 4110-03-*! 


[21 CFR Part 8801 

[Docket No. 78M-1384] 

Medical Devices; Classification of AC- 
Powered Examination Lights 

AGENCY: Food and Drug Administration. 
action: Proposed rulel 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying AC-powered examination 
lights into class II (performance 
standards). FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 

DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 


30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of AC-powered 
examination lights: 

1. Identification: An AC-powered 
examination light is an electrically powered 
device that illuminates, body surfaces and 
cavities during a medical examination. 

2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a low priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
AC-powered examination lights be classified 
into class 11 because the Panel believes that 
the electrical properties of the device must be 
controlled through an electrical safety 
standard. The Panel believes that general 
controls would not provide sufficient control 
over this characteristic. The Panel believes 
that a standard would provide reasonable 
assurance of the safety and effectiveness of 
the device and that there is sufficent 
information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: (a) Bums: If the device 
overheats and touches the patient, it may 
cause a bum. (b) Electrical shock: Improper 
device design and construction or device 
malfunction can result in electrical shock. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
AC-powered examination lights be 
classified into class II (performance 
standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
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this assurance. The agency also believes 
that there is sufficient information to 
establish a performance standard for 
this device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a)) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6320, to read as 
follows: 

§ 880.6320 AC-powered examination light 

(a) Identification. An AC-powered 
examination light is an electrically 
powered device that illuminates body 
surfaces and cavities during a medical 
examination. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, or or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m.. Monday 
through Friday. 

Dated: August 10,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory A ffairs. 

[KR Doc 79-28110 FUed 8-23-79; 8:45 am] 

BILLING CODE 4H0-O3-M 


[21 CFR Part 880) 

(Docket No. 78N-1350] 

Medical Devices; Classification of 
Battery-Powered Examination Lights 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying battery-powered 
examination lights into class I (general 
controls). FDA is also publishing the 
recommendations of the General 
Hospital and Personal Use Device 
Classification Panel that the device be 
classified into class I. The effect of 
classifying a device into class I is to 
require that the device meet only the 
general controls applicable to all 
devices. After considering public 


comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT*. 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendations with respect to the 
classification of battery-powered 
examination lights: 

1. Identification: A battery-powered 
examination light is a battery-powered 
device that illuminates body surfaces and 
cavities during a medical examination. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 30Q{k)) and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)}. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
battery-powered examination lights be 
classified into class 1 because the Panel 
believes that general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device. The Panel 
recommends that this device be exempt from 
premarket notification under section 510(k) of 
the act because the Panel believes that FDA 
does not need to receive premarket 
notification of a manufacturer’s intent to 
market this simple device. The Panel 
recommends that this device be exempt from 
the good manufacturing practice regulation 
under section 520(f) of the act because the 
Panel believes that the quality of the device 
is easily discernible and that defects are 
readily apparent to the user. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: None identified. 


Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
battery-powered examination lights be 
classified into class I (general controls). 
The agency believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of a 
battery-powered examination light be 
exempt from section 510(k) of the act. 
FDA is proposing that these 
manufacturers be subject to registration 
and device listing under section 510(a) 
through (j) of the act, but exempt from 
premarket notification under section 
510(k) of the act and Subpart E of Part 
807 of the regulations (21 CFR Part 807) 
Under section 510(g)(4) of the act. the 
agency may exempt a manufacturer 
from section 510 only if it finds that 
compliance with this section is not 
necessary for the protection on the 
public health. In the case of registration 
and listing by manufacturers of a 
battery-powered examination light, the 
agency cannot make the required 
finding. To protect the public health, the 
agency needs to be able to identify the 
firms manufacturing this device and to 
conduct necessary inspections. The 
agency has determined, however, that it 
is not necessary for the protection of the 
public health that FDA receive 
premarket notification submissions 
concerning a battery-powered 
examination light. The agency does not 
at this time anticipate that premarket 
approval will be required for this device. 
The agency believes that the semiannual 
updating of device listing under section 
510(j)(2) will provide FDA with adequate 
notice concerning new products within 
this generic type of device. 

In response to the Panel’s 
recommendation that manufacturers of a 
battery-powered examination light be 
exempt from the device good 
manufacturing practice (GMP) 
regulation under section 520(0 of the acl * 
FDA is proposing that a manufacturer of 
this device be exempt, in the 
manufacture of the device, from all 
requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180). with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
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The agency believes, however, that 
manufacturers of a battery-powered 
examination light must still be required 
to comply with the complaint File 
requirements of § 820.198 to ensure that 
these manufacturers have adequate 
systems for complaint investigation and 
followup. The agency also believes that 
manufacturers of a battery-powered 
examination light must still be required 
to comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513. 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6350, to read as 
follows: 

§ 880.6350 Battery-powered examination 

light. 

(a) Identification. A battery-powered 
examination light is a battery-powered 
device that illuminates body surfaces 
and cavities during a medical 
examination. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 


Dated: August 10,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc 79-28111 Filed S-23-79; 8:45 atn] 

BILLING COOE 4110-03-M 


[21 CFR Part 8801 

(Docket No. 78N-1351] 

Medical Devices; Classification of 
Patient Lubricants 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying patient lubricants into class I 
(general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
apdress: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring. MD 20910, 301-427- 
7555. 

SUPPMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Persona] Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of patient lubricants: 

1. Identification: A patient lubricant is a 
device used to lubricate a body orifice to 
facilitate entry of a diagnostic or therapeutic 
device. The Panel identified this generic type 
of device under the name ‘lubricants.” 


2. Recommended classification: Class I 
(general controls). The Panel recommends 
that the device be exempt from the good 
manufacturing practice (GMP) regulation 
under section 520(f) of the Federal Food. 

Drug, and Cosmetic Act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
patient lubricants be classified into class 1 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel recommends that this 
device be exempt from the GMP regulation 
under section 520(f) of the act because the 
Panel believes that the quality of the device 
is easily discernible and that defects are 
readily apparent to the user. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
patient lubricants be classified into 
class 1 (general controls). The agency 
believes that there is a risk of skin 
irritation or a toxicity reaction 
associated with this device if 
inappropriate chemicals are used in the 
manufacture of this device. Therefore, 
the agency disagrees with the Panel 
recommendation that manufacturers of 
patient lubricants be exempt from the 
GMP regulation under section 520(n of 
the act. The agency believes that 
compliance with this regulation is 
necessary to assure the quality of this 
device and thus its safety, effectiveness, 
and compliance with adulteration and 
misbranding provisions of the act. 
Compliance with the GMP regulation 
will help prevent production of patient 
lubricants having defects that could 
cause harm to users. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6375, to read as 
follows: 

880.6375 Patient lubricant. 

(a) Identification. A patient lubricant 
is a device used to lubricate a body 
orifice to facilitate entry of a diagnostic 
or therapeutic device. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
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comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc 79-28112 Piled 8-25-79. 8:45 nm| 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

[Docket No. 78N-1386) 

Medical Devices; Classification of 
Liquid Medication Dispensers 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying liquid medication dispensers 
into class I (general controls). FDA is 
;dso publishing the recommendation of 
ihe General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class 1 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments. PDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 
it is proposed that the final regulation 
! ised on this proposal become effective 
•0 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health. 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 


development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of liquid medication 
dispensers: 

1. Identification: A liquid medication 
dispenser is a disposable device used to issue 
a measured amount of liquid medication. The 
Panel made a recommendation regarding the 
classification of 'liquid medication 
dispensers" and regarding "graduated liquid 
medication containers." 

The Panel identified a liquid medication 
dispenser as a disposable graduated syringe, 
with a tip that will not accept a standard 
syringe needle, intended to dispense liquid 
medication into the mouth of a patient. The 
Panel identified a graduated liquid 
medication container as a disposable device 
consisting of a beaker or an open-end vessel 
with graduation marks used to measure and 
dispense liquid medication. 

2 . Recommended classification: Class 1 
(general controls). The Panel recommends 
that there be no exemptions for liquid 
medication dispensers. The Panel 
recommends that graduated liquid 
medication containers be exempt from 
premarket notification under section 510(k) of 
the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
liquid medication dispensers and graduated 
liquid medication containers be classified 
into class I because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the devices. The Panel also 
recommends that these devices be made of 
an inert material. The Panel recommends that 
graduated liquid medication containers be 
exempt from premarket notification under 
section 510(k) of the act because the Panel 
believes that FDA does not need to receive 
premarket notification of a manufacturer's 
intent to market this simple device. The Panel 
recommends that the graduated liquid 
medication container be exempt from the 
good manufacturing practice regulation under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and that defects are readily 
apparent to the user. 

4. Summary of data on which the 
recommendation is based. The Panel based 
its recommendation on the Panel members' 
personal knowledge of. and clinical 
experience with, liquid medication dispensers 
and graduated liquid medication containers. 

5. Risks to health: (a) Incorrect dosage: 
Inaccuracy in the calibration of the dispenser 
or the container will cause an incorrect 
dosage of medication to be dispensed to the 
patient, (b) Adverse reaction: If the 
medication leaches toxic substances from the 
dispenser or the container, the patient may 
suffer an adverse reaction. 


Proposed Classification 

FDA agrees with the Panel 
recommendations and is proposing that 
the generic type device, liquid 
medication dispenser, be classified into 
class I (general controls). FDA has 
reviewed the recommendation of the 
Panel for the "liquid medication 
dispenser" and the "graduated liquid 
medication container" and has 
concluded that these devices are 
essentially the same and that it is more 
appropriate for the agency to publish 
one classification regulation for the 
generic type of device and that the 
generic type device should be named the 
"liquid medication dispenser." The 
agency believes that general controls 
are sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the generic type of the 
device. The agency believes that the 
history of use of the generic type of 
device has shown that there is minimal 
risk of adverse reaction due to leaching 
of toxic substances. The agency also 
believes that the misbranding provisions 
under section 502 of the act (21 U.S.C. 
352) are sufficient to assure the accuracy 
of the calibration of the device. 

The agency disagrees with the Panel 
recommendation that there be no 
exemption for the device they identified 
as "liquid medication dispensers"; 
however, FDA agrees in part with the 
Panel recommendation that the device 
they identified as "graduated liquid 
medication containers" be exempt from 
sections 510(k) and 520(f) of the act. 

Therefore. FDA is proposing that the 
manufacturers of the generic type device 
FDA has named "liquid medication 
dispenser" be subject to registration and 
device listing under section 510 (a) 
through (j) of the act, but exempt from 
premarket notification under section 
510(k) of the act and Subpart E of Part 
807 of the regulations (21 CFR Part 807). 
Under section 510(g)(4) of the act, the 
agency may exempt a manufacturer 
from section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registrution 
and listing by manufacturers of a liquid 
medication dispenser, the agency cannot 
make the required finding. To protect 
the public health, the agency needs to be 
able to identify the firms manufacturing 
this device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning a liquid 
medication dispenser. The agency does 
not at this time anticipate that 
premarket approval will be required for 
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this device. The agency believes that the 
semiannual updating of device listing 
under section 510(j)(2) will provide FDA 
with adequate notice concerning new 
products within this generic type of 
device. 

In response to the Panel’s 
recommendation that manufacturers of a 
liquid medication dispenser be exempt 
from the device good manufacturing 
practice (GMP) regulation under section 
520(f) of the act, FDA is proposing that a 
manufacturer of this device be exempt, 
in the manufacture of the device, from 
all requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180). with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a liquid medication 
dispenser must still be required to 
comply with the complaint file 
requirements of § 820.198 to ensure that 
these manufacturers have adequate 
systems for complaint investigation and 
followup. The agency also believes that 
manufacturers of a liquid medication 
dispenser must still be required to 
comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate; 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6430, to read as 
follows: 

§ 880.6430 Liquid medication dispenser. 

(a) Identification. A liquid medication 
dispenser is a device used to issue a 
measured amount of liquid medication. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 


exception of § 820.180. with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint Files. 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 10.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 79-28113 Filed 8-23-79: 845 amj 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

[Docket No. 78N-1353] 

Medical Devices; Classification of Skin 
Pressure Protectors 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying skin pressure protectors into 
class I (general controls). FDA is also 
publishing the recommendations of the 
General Hospital and Personal Use 
Device Classification Panel and the 
Physical Medicine Device Classification 
Panel that this device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

DATES: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 


[HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
Physical Medicine Device Classification 
Panel, FDA advisory committees, made 
the following recommendations 
regarding the classification of skin 
pressure protectors: 

1. Identification: A skin pressure protector 
is a device used to reduce pressure on the 
skin over a bony prominence to reduce the 
likelihood of the patient's developing 
decubitus ulcers (bedsores). This generic type 
of device includes a device that the Physical 
Medicine Device Classification Panel 
identified as the "heel protector." a device 
worn on the heels or elbows of immobile 
patients to lessen the likelihood of decubitus 
ulcers (bedsores). 

2. Recommended classification: Class I 
(general controls). The General Hospital and 
Personal Use Device Classification Panel and 
the Physical Medicine Device Classification 
Panel recommend that this device be exempt 
from premarket notification under section 
510{k) of the Federal Food. Drug, and 
Cosmetic Act (21 U.S.C. 360(k)). and from the 
good manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 60j(f)). The 
Physical Medicine Device Classification 
Panel recommends that this device be exempt 
from records and reports regulations under 
section 519 of the act (21 U.S.C. 360i). 

3. Summary of reasons for 
recommendation: The General Hospital and 
Personal Use Device Classification Panel and 
the Physical Medicine Device Classification 
Panel recommend that this device be 
classified into class I because the Panels 
believe that general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device. The General 
Hospital and Personal Use Device 
Classification Panel recommends that this 
device be exempt from premarket notification 
under section 510(k) of the act because the 
Panel believes that FDA does not need to 
receive premarket notification of a 
manufacturer’s intent to market this simple 
device. The Panel also recommends that this 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and that defects are readily 
apparent to the user. The Physical Medicine 
Device Classification Panel believes that this 
is a simple device with no known potential 
risks to health and. therefore, should be 
exempt from sections 510(k), 519. and 520(f) 
of the act. The Physical Medicine Device 
Classification Panel believes that the safety 
and effectiveness of the device can be 
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adequately controlled without premarket 
notification, the regulation of manufacturing 
methods, and documentation. 

4. Summary of data on which the 
recommendations are based: The Panels 
based their recommendations on the Panel 
member8‘ personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: The General Hospital 
and Personal Use Device Classification Panel 
identified the following risks to health: (a) 
Skin irritation: The material used in the 
device may irritate the patient's skin, (b) 
Infection: If the device is not cleanable or 
sterilizable. an infection in the patient could 
result. The Physical Medicine Device 
Classification Panel identified no risks to 
health presented by the device. 

Proposed Classification 

FDA agrees with Panels* 
recommendations and is proposing that 
skin pressure protectors be classified 
into class I (general controls). FDA has 
reviewed the recommendations of the 
General Hospital and Personal Use 
Device Classification Panel for skin 
pressure protectors and the Physical 
Medicine Device Classification Panel for 
heel protectors and has concluded that 
because there are many general uses for 
this type of device, the device should be 
described under of general identification 
for the "skin pressure protector" and 
that its classification will be published 
in the part of the Code of Federal 
Regulations for General Hospital and 
Personal Use Devices. The history of use 
of the device indicates that there is 
minimal risk of skin irritation or 
infection caused by the device. 
Therefore, the agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of a 
skin pressure protector be exempt from 
section 510(k) of the act. FDA is 
proposing that these manufacturers be 
subject to registration and device listing 
under section 510 (a) through (j) of the 
acl. but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulations (21 CFR Part 807). Under 
section 510(g)(4) of the act, the agency 
may exempt a manufacturer from 
section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a skin 
pressure protector, the agency cannot 
make the required finding. To protect 
the public health, the agency needs to be 
able to identify the firms manufacturing 
this device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary For the 
protection of the public health that FDA 


receive premarket notification 
submissions concerning a skin pressure 
protector. The agency does not at this 
time anticipate that premarket approval 
will be required for this device. The 
agency believes that the semiannual 
updating of device listing under section 
510(j)(2) will provide FDA with adequate 
notice concerning new products within 
this generic type of device. 

FDA disagrees with the 
recommendation of the Physcial 
Medicine Device Classification Panel 
that manufacturers of skin pressure 
protectors be exempt from records and 
reports regulations under section 519 of 
the act. The records and reports 
requirements in several of FDA’s 
present device regulations are 
authorized, wholly or in part, by section 
519. The most extensive of these 
requirements are found in the device 
good manufacturing practice (GMP) 
regulation, published in the Federal 
Register of July 21,1978 (43 FR 31508). In 
the future, FDA will publish other 
regululations under section 519, 
including regulations requiring reports to 
FDA of experience with medical 
devices. Until these regulations are 
issued, FDA believes that it cannot 
properly issue exemptions from them. In 
the future, whenever the agency 
proposes device regulations that include 
records and reports requirements, 
interested persons may submit 
comments requesting that certain 
classes of manufacturers or other 
persons be exempt from the 
requirements, and FDA will issue 
exemptions that are appropriate. The 
only type of exemption from records and 
reports requirements that FDA is 
proposing now. in device classification 
regulations, is an exemption of certain 
manufacturers from requirements of the 
device GMP regulation. The exemption 
will not extend to two device GMP 
requirements, § 820.180 (21 CFR 820.180), 
with respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. 

In response to the Panel’s 
recommendation that manufacturers of a 
skin pressure protector be exempt from 
the device good manufacturing practice 
(GMP) regulation under section 520(f) of 
the act, FDA is proposing that a 
manufacturer of this device be exempt, 
in the manufacture of the device, from 
all requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198). with respect to complaint 
files. Based on available information 
about current practices used in the 


manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a skin pressure 
protector must still be required to 
comply with the complaint file 
requirements of § 820.198 to ensure that 
these manufacturers have adequate 
systems for complaint investigation and 
followup. The agency also believes that 
manufacturers of a skin pressure 
protector must still be required to 
comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer's corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 StaL 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6450, to read as 
follows: 

§ 880.6450 Skin pressure protector. 

(a) Identification . A skin pressure 
protector is a device used to reduce 
pressure on the skin over a bony 
prominence to reduce the likelihood of 
the patient's developing decubitus ulcers 
(bedsores). 

(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

Interested persons may, on or before 
(October 23.1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65. 5600 Fishers 
Lane, Rockville. MD 20857. written 
comments regarding this proposal. Four 
copies of all comments ^hall be 
submitted, except tha* individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
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hours of 9 a.m. and 4 p.m.. Monday 
through Friday. 

Dated: August 10,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc. 79-20114 Filed 8-23-79; 8:45 am| 

BILLING CODE 4110-03-41 


(21 CFR Part 880] 

lDocket No. 78N-1354] 

Medical Devices; Classification of 
Ultraviolet Air Purifiers 

agency: Food and Drug Administration. 
ACTION: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying ultraviolet air purifiers into 
class II (performance standards). FDA is 
also publishing the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 

dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the dale of its publication 
in the Federal Register. 

address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 

20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of ultraviolet air purifiers: 


1. Identification: An ultraviolet air purifier 
is a device used to destroy bacteria in the air 
by exposure to ultraviolet radiation. 

2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a high priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
ultraviolet air purifiers be classified into 
class II because the Panel believes that 
performance standards are needed to assure 
that the device reduces the level of bacteria 
in the air and to control the electrical 
properties of the device. The Panel believes 
that general controls would not provide 
sufficient control over these characteristics. 
The Panel recommends that the labeling 
contain a warning that overexposure to the 
ultraviolet radiation emitted by the device 
may cause injury to the eye or skin. The 
Panel also recommends that the labeling 
indicate the degree of effectiveness of the 
device. The Panel also recommends that 
users have the ultraviolet bulb checked 
regularly to determine its output of ultraviolet 
radiation. The Panel believes that a standard 
would provide reasonable assurance of the 
safety and effectiveness of the device and 
that there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of, and clinical 
experience with, the device. 

Risks to health: (a) Ozone toxicity: The 
device may produce ozone, which may cause 
ozone toxicity, (b) Injury of the skin or eye: 
Overexposure to ultraviolet radiation emitted 
by the device may cause injury to the skin or 
eye. (c) Infection: Failure of the device to 
eliminate bacterial contamination sufficiently 
in air could result in patient infection, (d) 
Electrical injury: Inporper device design and 
construction or device malfunction can result 
in electrical injury. 

Proposed Classification 

F'DA agrees with the Panel 
recommendation and is proposing that 
ultraviolet air purifiers be classified into 
class II (performance standards). The 
agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

In addition to the Medical Device 
Amendments of 1976 (Pub. L. 94-295), 
FDA has authority under the Radiation 
Control for Health and Safety Act of 
1968 (Pub. L. 90-602) to establish and 
implement an electronic product 
radiation control program that includes 
performance standards for electronic 
products and their related accessories. 


Within this program, radiation emission 
performance standards have been, and 
will continue to be, set and enforced for 
certain medical devices that emit 
electronic product radiation. At this 
time, performance standards have been 
promulgated for diagnostic x-ray 
systems and their major components 
(§ 1020.30 (21 CFR 1020.30)), 
radiographic equipment (§ 1020.32 (21 
CFR 1020.32)), laser products, whether 
used medically or not (§§ 1040.10 and 
1040.11 (21 CFR 1040.10 and 1040.11)), 
and ultrasonic therapy products 
(§ 1050.10 (21 CFR 1050.10)). The agency 
will use its authority over radiation 
emitting electronic medical products 
under the Medical Device Amendments 
of 1976 and/or the Radiation Control for 
Health and Safety Act of 1968. as 
appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6500, to read as 
follows: 

§ 880.6500 Ultraviolet air purifier. 

(a) Identification. An ultraviolet air 
purifier is a device used to destroy 
bacteria in the air by exposure to 
ultraviolet radiation. 

(b) Classification. Class II 
(performance standards). 

Interested persons may. on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-56, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 10,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

[FR Doc. 79-26115 Filed 8-23-79; 8:45 amj 

BILUNG CODE 4110-03-41 


[21 CFR Part 880] 

(Docket No. 78N-1355] 

Medical Devices; Classification of 
Ultraviolet Water Purifiers 

agency: Food and Drug Administration. 
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action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying ultraviolet water purifiers 
into class II (performance standards). 
FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 
class 11. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 

DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

ADDRESS: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of ultraviolet water 
purifiers: 

1. Identification: An ultraviolet water 
purifier is a device used to destroy bacteria in 
water by exposure to ultraviolet radiation. 

2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a low priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
ultraviolet water purifiers be classified into 
class II because the Panel believes that 
performance standards are necessary to 
assure that the device reduces the level of 
bacteria in water and to control the electrical 
properties of the device. The Panel believes 
that general controls would not provide 
sufficient control over these characteristics. 
The Panel recommends that the labeling 
contain a warning that overexposure to the 


ultraviolet radiation emitted by the device 
may cause injury to the eye or skin. The 
Panel also recommends that the labeling 
indicate the degree of effectiveness of the 
device. In addition, the Panel recommends 
that users have the ultraviolet bulb checked 
regularly to determine its output of ultraviolet 
radiation. The Panel believes that a standard 
would provide reasonable assurance of the 
safety and effectiveness of the device and 
that there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: (a) Ozone toxicity: The 
device may produce ozone, which may cause 
ozone toxidty. (b) Injury to the skin and eye: 
Overexposure to ultraviolet radiation emitted 
by this device may cause injury of the skin or 
eye. (c) Infection: Failure of the device to 
eliminate bacteria] contamination sufficiently 
in water could result in patient infection, (d) 
Electrical shock: Improper device design and 
construction or device malfunction could 
result in electrical shock. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
ultraviolet water purifiers be classified 
into class II (performance standards). 
The agency believes that performance 
standards are necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

In addition to the Medical Device 
Amendments of 1976 (Pub. L. 94-295), 
FDA has authority under the Radiation 
Control for Health and Safety Act of 
1968 (Pub. L. 90-602) to establish and 
implement an electronic product 
radiation control program that includes 
performance standards for electronic 
products end their related accessories. 
Within this program, radiation 
emmission performance standards have 
been, and will continue to be. set and 
enforced for certain medical devices 
that emit electronic product radiation. 

At this time, performance standards 
have been promulgated for diagnostic x- 
ray systems and their major components 
(5 1020.30 (21 CFR 1020.30)), 
radiographic equipment (§ 1020.32 (21 
CFR 1020.32)), laser products, whether 
used medically or not, (55 1040.10 and 
1040.11 (21 CFR 1040.10 and 1040.11)). 
and ultrasonic therapy products 
(§ 1050.10 (21 CFR 1050.10)). The agency 
will use its authority over radiation 
emitting electronic medical products 


under the Medical Device Amendments 
of 1976 and/or the Radiation Control for 
Health and Safety Act of 1968, as 
appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6710, to read as 
follows: 

§ 880.6710 Ultraviolet water purifier. 

(a) Identification. An ultraviolet water 
purifier is a device used to destroy 
bacteria in water by exposure to 
ultraviolet radiation. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 10,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc, 79-28118 Filed 8-29-79.8:45 am] 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

[Docket No. 78N-1356J 

Medical Devices; Classification of 
Body Waste Receptacles 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying body waste receptacles into 
class I (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class 1 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
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actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

ADDRESS: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave.. Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of body waste receptacles: 

1. Identification: A body waste receptacle 
is a device not attached to the body used to 
collect the body wastes of a bed patient. The 
Panel identified this generic type of device 
under the names "emesis basins," “bedpans’" 
and "urinals." 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
body waste receptacles be classified into 
class I because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The Panel 
recommends that this device be exempt from 
premarket notification under section 510(k) of 
the act because the Panel believes that FDA 
does not need to receive premarket 
notification of a manufacturer’s intent to 
market this simple device. The Panel also 
recommends that the device be exempt from 
the good manufacturing practices regulation 
under section 520(f) of the act because the 
Panel believes that the quality of the device 

is easily discernible and that defects are 
readily apparent to the user. The Panel also 
recommends that the device be sterilizable 
and, if made of metal, rustproof, have no 
rough edges, and be able to support the 
patient if necessary. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 


personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
body waste receptacles be classified 
into class I (general controls). The 
agency believes that general controls 
are sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

In response to the Panel's 
recommendation that manufacturers of a 
body waste receptacle be exempt from 
section 510(k) of the act, FDA is 
proposing that these manufacturers be 
subject to registration and device listing 
under section 510(a) through (j) of the 
act, but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulations (21 CFR Part 807). Under 
section 510(g)(4) of the act, the agency 
may exempt a manufacturer from 
section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a body 
waste receptacle, the agency cannot 
make the required finding. To protect 
the public health, the agency needs to be 
able to identify the firms manufacturing 
this device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning a body waste 
receptacle. The agency does not at this 
time anticipate that premarket approval 
will be required for this device. The 
agency believes that the semiannual 
updating of device listing under section 
510(j)(2) will provide FDA with adequate 
notice concerning new products within 
this generic type of device. 

In response to the Panel’s 
recommendation that manufacturers of a 
body waste receptacle be exempt from 
the device good manufacturing practice 
(GMP) regulation under section 520(f) of 
the act, FDA is proposing that a 
manufacturer of this device be exempt, 
in the manufacture of the device, from 
all requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 


safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a body waste 
receptacle must still be required to 
comply with the complaint file 
requirements of § 820.198 to ensure that 
these manufacturers have adequate 
systems for complaint investigation and 
followup. The agency also believes that 
manufacturers of a body waste 
receptacle must still be required to 
comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 882 in Subpart G 
by adding new § 880.6730, to read as 
follows: 

§ 880.6730 Body waste receptacle. 

(a) Identification. A body waste 
receptacle is a device not attached to 
the body used to collect the body wastes 
of a bed patient. 

(b) Classification . Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

Interested persons may, on or before 
October 23.1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 
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Dated: August 10.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory A ffairs. 

(FR Doc 79-26117 Filed 6-23-79; 6:45 am) 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

[Docket No. 78N-1357] 

Medical Devices; Classification of 
Vacuum-Powered Body Fluid Suction 
Apparatus 

agency: Food and Drug Administration. 
ACTION: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying vacuum-powered body fluid 
suction apparatus into class II 
(performance standards). FDA is also 
publishing: the recommendation of the 
General and Plastic Surgery Device 
Classification Panel that this device be 
classified into class II; the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that suction catheters and tips, 
vacuum collection bottles, and vacuum 
regulators, which are components of the 
device, be classified into class I; the 
recommendation of the Anesthesiology 
Device Classification Panel that 
connecting flexible aspirating tubes, 
rigid suction tips, and sterile specimen 
traps, which are components of the 
device to be classified into class I; the 
recommendation of the General and 
Plastic Surgery Device Classification 
Panel that noninvasive tubing, which is 
tubing, a component of the device, be 
classified into class I; and the 
recommendation of the Anesthesiology 
Device Classification Panel that the 
suction regulator (with gage), which is a 
component of the device, be classified 
into class II (performance standards). 
The effect of classifying a device into 
class I is to require that the device meet 
only the general controls applicable to 
all devices. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
85, 5600 Fishers Lane, Rockville, MD 
20857. 


FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health. 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General and Plastic Surgery Device 
Classification Panel, the General 
Hospital and Personal Use Device 
Classification Panel, and the 
Anesthesiology Device Classification 
Panel. FDA advisory committees, made 
the following recommendations 
regarding the classification of the 
vacuum-powered body fluid suction 
apparatus and its components: 

1. Identification: A vacuum-powered body 
fluid suction apparatus is a device used to 
aspirate, remove, or sample body fluids. The 
device is powered by an external source of 
vacuum. This generic type of device includes 
vacuum regulators, vacuum collection bottles, 
suction catheters and tips, connecting flexible 
aspirating tubes, rigid suction tips, specimen 
traps, noninvasive tubing and suction 
regulators (with gage). The General Hospital 
and Personal Use Device Classification Panel 
and the Anesthesiology Device Classification 
Panel considered components of this device 
as separate generic types of devices and 
under separate classification 
recommendations for the vacuum regulator, 
the suction regulator, the vacuum collection 
bottle, the sterile specimen trap, the suction 
catheter and tip, the rigid suction tip, and the 
connecting flexible aspirating tube. The 
General and Plastic Surgery Device 
Classification Panel considered a component 
of this device as a separate generic type of 
device and made a separate classification 
recommendation for noninvasive tubing. 
These Panels identified the vaccum regulator 
and the suction regulator (with gage) as a 
device used to control the vacuum pressure in 
a suction system, the vacuum collection 
bottle and the sterile specimen trap as a 
device used for the collection of aspirated 
fluids, the suction catheter and tip and rigid 
suction tip as a device used for the aspiration 
of fluids, and the connecting flexible 
aspirating tube as a device used to conduct 
fluids from the suction tip to the collection 
bottle. 

2. Recommended classification: The 
General and Plastic Surgery Device 
Classification Panel recommends that the 
vacuum powered body fluid suction 
apparatus be classified into class II 
(performance standards) and that 
establishing a performance standard for this 
device be a low priority. The Panel 
recommends that noninvasive tubing be 
classified into class I (general controls) and 
that the device be exempt from records and 
reports regulations under 519 of the act (21 


U.S.C. 360i). The General Hospital and 
Personal Use Device Classification Panel 
recommends that the suction catheter and tip. 
the vacuum collection bottle, and the vacuum 
regulator be classified into class I (general 
controls). The Panel recommends that the 
vacuum collection bottle be exempt from 
premarket notification under section 510(k) of 
the Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 380(k)) and exempt from the good 
manufacturing practice (GMP) regulation 
under section 520(f) of the act (21 U.S.C. 
360j(f)). The Panel recommends that there be 
no exemption for the suction catheter and tip 
or the vacuum regulator. The Anesthesiology 
Device Classification Panel recommends that 
the suction regulator (with gage) be classified 
into class 11 (performance standards). The 
Panel recommends that establishing a 
performance standard for this device be a 
medium priority. The Panel recommends that 
the rigid suction tips, sterile specimen trap, 
and connecting flexible aspirating tube be 
classified into class I (general controls). The 
Panel recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The General and Plastic 
Surgery Device Classification Panel 
recommends that this device be classified 
into class II because the Panel believes that a 
standard is needed to assure that the vacuum 
regulator is accurate and that the suction 
catheter and tip will not collapse during use. 
The Anesthesiology Device Classification 
Panel recommends that suction regulators 
(with gage) be classified into class II because 
the Panel believes that a performance 
standard is needed to assure that the device 
is accurate. The two Panels believe that 
general controls would not provide sufficient 
control over these characteristics. The 
Anesthesiology Device Classification Panel 
recommends that connecting flexible 
aspirating tubes, rigid suction tips, and sterile 
specimen traps be classified into class I 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The General Hospital and 
Personal Use Device Classification Panel 
recommends that suction catheters and tips, 
vacuum collection bottles, and vacuum 
regulators be classified into class 1 because 
the Panel believes that general controls are 
sufficient to provide reasonable assurance of 
the safety and effectiveness of the device. 
The Panel recommends that vacuum 
collection bottles be exempt from premarket 
notification under section 510(k) of the act 
because the Panel believes that FDA does not 
need to receive premarket notification of a 
manufacturer's intent to market this simple 
device. The Panel recommends that vacuum 
collection bottles be exempt from good 
manufacturing practice regulations under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and defects are readily 
apparent to the user. The Panel also 
recommends that the suction catheter and tip 
be supplied sterile. The General and Plastic 
Surgery Device Classification Panel 
recommends that noninvasive tubing be 
classified into class I because the Panel 
believes that general controls are sufficient to 
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provide reasonable assurance of the safety 
and effectiveness of the device. The Panel 
recommends that the device be exempt from 
the records and reports regulations under 
section 519 of the act because the Panel 
believes that FDA does not need to receive 
records and reports for this simple device. 

4. Summary of data on which the 
recommendations are based: The Panels 
based their recommendations on the Panel 
members’ personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: The General and Plastic 
Surgery Device Classification Panel and the 
Anesthesiology Device Classification Panel 
identified the following risk to health: (a) 
Tissue damage: If the vacuum regulator does 
not regulate the vacuum pressure properly, or 
if the suction catheter and tip is not of 
appropriate size, shape, and rigidity, tissue 
damage could result. The Anesthesiology 
Device Classification Panel identified the 
following additional risks to health: fb) 
Misdiagnosis and inappropriate therapy: 
Contamination of the sterile specimen trap 
used to collect specimens for laboratory 
analysis may result in the generation of 
inaccurate diagnostic information and thus in 
inappropriate therapy, (c) Infection: A lack of 
sterility of the rigid suction tip may cause an 
infection in the patient, (d) Inadequate fluid 
removal: Faulty connections or leaks in the 
rigid suction tip or the connecting flexible 
aspirating tube may result in inadequate fluid 
removal. 

Proposed Classification 

FDA agrees with the recommendation 
of the General and Plastic Surgery 
Device Classification Panel and is 
proposing that the vacuum-powered 
body fluid suction apparatus be 
classified into class II (performance 
standards). The agency has also 
reviewed the recommendations of the 
General Hospital and Personal Use 
Device Classification Panel, the 
Anesthesiology Device Classification 
Panel, and the General and Plastic 
Surgery Device Classification Panel for 
vacuum regulators, suction regulators 
(with gage), vacuum collection bottles, 
sterile specimen traps, suction catheters 
and tips, rigid suction tips, connecting 
flexible aspirating tubes, and 
noninvasive tubing, and has concluded 
that because these devices are 
components of the generic type vacuum- 
powered body fluid suction apparatus, 
they should be classified in the same 
regulation as the device of which they 
are part9. The agency also believes it is 
more appropriate for the classification 
of the vacuum-powered body fluid 
suction apparatus to be published in the 
part of the Code of Federal Regulations 
for General Hospital and Personal Use 
Devices. The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 


performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

The agency disagrees with the 
General Hospital and Personal Use 
Device Classification Panel 
recommendation that suction catheters 
and tips, vacuum collection bottles, and 
vacuum regulators be classified into 
class I. The agency also disagrees with 
the Anesthesiology Device 
Classification Panel that connecting 
flexible aspirating tubes, rigid suction 
tips, and sterile specimen traps be 
classified into class I. The agency also 
disagrees with the General and Plastic 
Surgery Device Classification Panel that 
noninvasive tubing be classified into 
class I. The agency is proposing that the 
vacuum-powered body fluid suction 
apparatus be classified into class II. 
Therefore, the components of the 
apparatus would also be classified into 
class U. 

Because the agency has decided that 
the vacuum-powered body fluid suction 
apparatus should be classified into class 
II rather than class I, the agency is not 
required to publish a regulation adopting 
or rejecting the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
vacuum collection bottle, a component 
of the device, be exempt from premarket 
notification under section 510(k) of the 
act and from the good manufacturing 
practice regulation under section 520(f) 
of the act and the agency is not required 
to publish a regulation adopting or 
rejecting the recommendation of the 
General and Plastic Surgery Device 
Classification Panel that noninvasive 
tubing, a component of the device, be 
exempt from the records and reports 
regulations under section 519 of the act 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6740, to read as 
follows: 

§ 880.6740 Vacuum-powered body fluid 
suction apparatus. 

(a) Identification . A vacuum-powered 
body fluid suction apparatus is a device 
used to aspirate, remove, or sample 
body fluids. The device is powered by 
an external source of vacuum. This 
generic type of device includes vacuum 
regulators, vacuum collection bottles, 
suction catheters and tips, connecting 
flexible aspirating tubes, rigid suction 


tips, specimen traps, noninvasive tubing 
and suction regulators (with gage). 

(b) Classification. Class II 
(performance standards). 

Interested persons may. on or before 
October 23.1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, written 
comments regarding this proposal. Four 
copies of ail comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 15,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A [fairs. 

IFR Doc. 79-281 IS Filed 8-23-79; 8:45 am] 

BILLING CODE 4110-03-14 


[21 CFR Part 8801 
[Docket No. 78N-1358] 

Medical Devices; Classification of 
Protective Restraints 

agency: Food and Drug Administration, 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying protective restraints into 
class I (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
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Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of protective restraints: 

1. Identification: A protective restraint is a 
device, usually a wristlet, anklet, or other 
type of strap, that limits a patient’s 
movements to the extent necessary for 
treatment, examination, or protection of the 
patient. 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
protective restraints be classified into class I 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel recommends that this 
device be exempt from premarket notification 
under section 510(k) of the act because the 
Panel believes that FDS does not need to 
receive premarket notification of a 
manufacturer’s intent to market this simple 
device. The Panel recommends that this 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and that defects are readily 
apparent to the user. The Panel also 
recommends that the device be flame 
retardant, strong, nonconstricting, and 
cleanable. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members* 
personal knowledge of. and clinical 
experience with, (he device. 

5. Risks to health: Constriction of blood 
supply or restriction of respiration: If the 
device straps can slip and tighten, they could 
constrict the blood supply to an arm or leg or 
restrict respiration. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
protective restraints be classified into 
class I (general controls). The history of 
use of the device has shown that there is 
minimal risk of constriction of the 
patient’s blood supply to an arm or leg 
or restriction of the patient’s respiration 
caused by the device. Therefore, the 
agency believes that general controls 


are sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of a 
protective restraint be exempt from 
section 510(k) of the act, FDA is 
proposing that these manufacturers be 
subject to registration and device listing 
under section 510(a) through (j) of the 
act, but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulations (21 CFR Part 807). Under 
section 510(g)(4) of the act, the agency 
may exempt a manufacturer from 
section 510 only if it Finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a 
protective restraint, the agency cannot 
make the required finding. To protect 
the public health, the agency needs to be 
able to identify the firms manufacturing 
this device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning a protective 
restraint. The agency does not at this 
time anticipate that premarket approval 
will be required for this device. The 
agency believes that the semiannual 
updating of device listing under section 
510(j)(2) will provide FDA with adequate 
notice concerning new products within 
this generic type of device. 

In response to the Panel’s 
recommendation that manufacturers of a 
protective restraint be exempt from the 
device good manufacturing practice 
(GMP) regulation under section 520(f) of 
the act, FDA is proposing that a 
manufacturer of this device be exempt, 
in the manufacture of the device, from 
all requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198. is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a protective restraint 
must still be required to comply with the 
complaint file requirements of § 820.198 
to ensure that these manufacturers have 
adequate systems for complaint 
investigation and followup. The agency 
also believes that manufacturers of a' 


protective restraint must still be 
required to comply with the general 
requirements concerning records in 
§ 820.180 to ensure that FDA has access 
to complaint files, can investigate 
device-related injury reports and 
complaints about product defects, may 
determine whether the manufacturer’s 
corrective actions are adequate, and 
may determine whether the exemption 
from other sections of the GMP 
regulation is still appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6760, to read as 
follows: 

§ 880.6760 Protective restraint. 

(a) Identification. A Protective 
restraint is a device, usually a wristlet, 
anklet, or other type of strap, that limits 
a patient’s movements to the extent 
necessary for treatment, examination, or 
protection of the patient. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-56, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 79-27119 Filed 8-23-79: M5 am) 

BILLING CODE 4110-03-M 
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121 CFR Part 880] 

[Docket No. 78N-1359] 

Medical Devices; Classification of AC- 
Powered Patient Transfer Devices 

AGENCY: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying AC-powered patient transfer 
devices into class II (performance 
standards). FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: comments by October 23.1979. It 
is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration. Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of AC-powered patient 
transfer devices: 

1. Identification: An AC-powered patient 
transfer device is a device consisting of a 
wheeled stretcher and an AC-powered 
mechanism that has a broad flexible band 
stretched over long rollers that can advance 
itself under a patient and transfer the patient 
with minimal distrubance in a horizontal 
position to the stretcher. The Panel identified 
this generic type of device under the name 
“AC-powered patient roller." 


2. Recommended classification: Class 11 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a low priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
AC-powered patient transfer devices be 
classified into class II because the Panel 
believes the electrical properties of the 
device must be controlled through an 
electrical safety standard. The Panel believes 
that general controls would not provide 
sufficient control over this device 
characteristic. The Panel believes that the 
device labeling should state the maximum 
weight capacity of the device and include 
cleaning instructions. The Panel believes that 
a performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a standard 
to provides such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: (a) Electrical shock: 
Improper device design and construction or 
device malfunction can result in electrical 
shock. (b) Infection: If the device cannot be 
properly cleaned, an infection to the patient 
could result. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
AC-powered patient transfer devices be 
classified into class II (performance 
standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1). the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6775, to read as 
follows: 

§ 880.6775 AC-powered patient transfer 
device. 

(a) Identification. An AC-powered 
patient transfer device is a device 
consisting of a wheeled stretcher and an 
AC-powered mechanism that has a 
broad flexible band stretched over long 
rollers that can advance itself under a 
patient and tranfer the patient with 
minimal disturbance in a horizontal 
position to the stretcher. 


(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m, 
and 4 p.m., Monday through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc 79-28120 Filed 8-23-79; 8:45 am] 

BILLING CODE 4 110-03- M 


[21 CFR Part 880) 

[Docket No. 78N-13601 

Medical Devices; Classification of 
Manual Patient Transfer Devices 

agency: Food and Drug Administration. 
ACTION: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying manual patient transfer 
devices into class I (general controls). 
FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration. Department of Health, 
Education, and Welfare, 8757 Georgia 











49942 


Federal Register / Vol. 44, No. 166 / Friday, August 24, 1979 / Proposed Rules 


Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of manual patient transfer 
devices: 

1. Identification: A manual patient transfer 
device is a device consisting of a wheeled 
stretcher and a mechanism on which a 
patient can be placed so that the patient can 
be transferred with minimal disturbance in a 
horizontal position to the stretcher. The Panel 
identified this generic type of device under 
the name “manual patient roller.” 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that the device be exempt from premarket 
notification under section 510(k) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 3G0(k)) and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
manual patient transfer devices be classified 
into class I because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The Panel 
recommends that this device be exempt from 
premarket notification under section 510(k) of 
the act because the Panel believes that FDA 
does not need to receive premarket 
notification of a manufacturer's intent to 
market this simple device. The Panel 

. recommends that this device be exempt from 
the good manufacturing practice regulation 
under section 520(f) of the act because the 
Panel believes that the quality of the device 
is easily discernible and that defects are 
readily apparent to the user. The Panel also 
recommends that the device labeling state the 
maximum weight capacity of the device and 
include cleaning instructions. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: Infection: If the device 
cannot be properly cleaned, an infection in 
the patient could result. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
manual patient transfer devices be 
classified into class I (general controls). 
The agency believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of a 


manual patient transfer device be 
exempt from section 510(k) of the act, 
FDA is proposing that these 
manufacturers be subject to registration 
and device listing under section 510(a) 
through (j) of the act, but exempt from 
premarket notification under section 
510(k) of the act and Subpart E of Part 
807 of the regulations (21 CFR Part 807). 
Under section 510(g)(4) of the act, the 
agency may exempt a manufacturer 
from section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a 
manual patient transfer device, the 
agency cannot make the required 
finding. To protect the public health, the 
agency needs to be able to identify the 
firms manufacturing this device and to 
conduct necessary inspections. The 
agency has determined, however, that it 
is not necessary for the protection of the 
public health that FDA receive 
premarket notification submissions 
concerning a manual patient transfer 
device. The agency does not at this time 
anticipate that premarket approval will 
be required for this device. The agency 
believes that the semiannual updating of 
device listing under section 510(j)(2) will 
provide FDA with adequate notice 
concerning new products within this 
generic type of device. 

In response to the Panel’s 
recommendation that manufacturers of a 
manual patient transfer device be 
exempt from the device good 
manufacturing practice (GMP) 
regulation under section 520(f) of the act, 
FDA is proposing that a manufacturer of 
this device be exempt, in the 
manufacture of the device, from all 
requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a manual patient 
transfer device must still be required to 
comply with the complaint file 
requirements of § 820.198 to ensure that 
these manufacturers have adequate 
systems for complaint investigation and 
followup. The agency also believes that 
manufacturers of a manual patient 
transfer device must still be required to 
comply with the general requirements 


concerning records in § 820.180 to 
ensure that FDA has access to 
complaint Files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer's corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 5134, 
701(a), 52 Stat, 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6785 as follows: 

g 880.6785 Manual patient transfer device. 

(a) Identification. A manual patient 
transfer device is a device consisting of 
a wheeled stretcher and a mechanism 
on which a patient can be placed so that 
the patient can be transferred with 
minimal disturbance in a horizontal 
position to the stretcher. 

(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposak.Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc 79-26121 Filed 8-23-78; 8:45 am) 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

(Docket No. 78N-1361) 

Medical Devices; Classification of 
Washers for Body Waste Receptacles 

agency: Food and Drug Administration. 
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action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying washers for body waste 
receptacles into class I (general 
controls). FDA is also publishing the 
recommendations of the General 
Hospital and Personal Use Device 
Classification Panel that the device be 
classified into class I. The effect of 
classifying a device into class 1 is to 
require that the device meet only the 
general controls applicable to ail 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5G00 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of washers for body waste 
receptacles: 

1. Identification: A washer for body waste 
receptacles is a device used to clean and 
sanitize a body waste receptacle, such as a 
bedpan. The device consists of a wall- 
mounted plumbing fixture with a door 
through which a body waste receptacle is 
inserted. When the door is closed the body 
waste receptacle is cleaned by hot water or 
steam and/or germicide. The Panel identified 
this generic type of device under the name 
"mechanical bedpan sanitizer.** 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 360(k)J. and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 


3. Summary of reasons for 
recommendation: The Panel recommends that 
washers for body waste receptacles be 
classified into class I because the Panel 
believes that general controls are sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device. The Panel 
recommends that this device be exempt from 
premarket notification under section 510(k) of 
the act because the Panel believes that FDA 
does not need to receive premarket 
notification of a manufacturer’s intent to 
market this simple device. The Panel 
recommends that this device be exempt from 
the good manufacturing practice regulation 
under section 520(f) of the act because the 
Panel believes that the quality of the device 
is easily discernible and that defects are 
readily apparent to the user. The Panel also 
recommends that washers for body waste 
receptacles with a germicide cycle (a cycle in 
which a chemical germicide is automatically 
added to the wash water) allow sufficient 
time for the germicide to act so that bacterial 
concentration is reduced. The Panel also 
recommends that the device include a system 
for odor control. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members* 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: (a) Contamination: If a 
body waste receptacle is inadequately 
cleaned and sanitized, there is a possibility of 
contaminating patients or attendants, (b) 
Burns: If steam can escape from the device, 
there is a possibility that operating personnel 
may be burned. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
washers for body waste receptacles be 
classified into class 1 (general controls). 
The history of use of the device has 
shown that there is minimal risk of 
contamination or bums caused by the 
device. Therefore, the agency believes 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of the device. 

In response to the Panel's 
recommendation that manufacturers of a 
washer for body waste receptacles be 
exempt from section 510(k) of the act, 
FDA is proposing that these 
manufacturers be subject to registration 
and device listing under section 510(a) 
through (j) of the act. but exempt from 
premarket notification under section 
510(k) of the act and Subpart E of Part 
807 of the regulations (21 CFR Part 807). 
Under section 510(g)(4) of the act, the 
agency may exempt a manufacturer 
from section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of a 
washer for body waste receptacles, the 
agency cannot make the required 
finding. To protect the public health, the 


agency needs to be able to identify the 
firms manufacturing this device and to 
conduct necessary inspections. The 
agency has determined, however, that it 
is not necessary for the protection of the 
public health that FDA receive 
premarket notification submissions 
concerning a washer for body waste 
receptacles. The agency does not at this 
time anticipate that premarket approval 
will be required for this device. The 
agency believes that the semiannual 
updating of device listing under section 
510(j)(2) will provide FDA with adequate 
notice concerning new products within 
this generic type of device. 

In response to the Panel’s 
recommendation that manufacturers of a 
washer for body waste receptacles be 
exempt from the device good 
manufacturing practice (GMP) 
regulation under section 520(0 of the act, 
FDA is proposing that a manufacturer of 
this device be exempt, in the 
manufacture of the device, from all 
requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a washer for body 
waste receptacles must still be required 
to comply with the complaint file 
requirements of § 820.198 to ensure that 
these manufacturers have adequate 
systems for complaint investigation and 
followup. The agency also believes that 
manufacturers of a washer for body 
waste receptacles must still be required 
to comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6800, to read as 
follows: 
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§ 880.6800 Washer for body waste 
receptacles. 

(a) Identification. A washer for body 
waste receptacles is a device used to 
clean and sanitize a body waste 
receptacle, such as a bedpan. The 
device consists of a wall-mounted 
plumbing fixture with a door through 
which a body waste receptacle is 
inserted. When the door is closed the 
body waste receptacle is cleaned by hot 
water or steam and/or germicide. 

(b) Classification . Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10,1979. • 

William F. Randolph, * 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 70-28122 Filed 8-23-79; 8:45 am) 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

[Docket No. 78N-1362] 

Medical Devices; Classification of 
Disposable Scissors 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying disposable scissors into class 
I (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 


regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration. Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of disposable scissors: 

1. Identification: Disposable scissors are a 
disposable general cutting device. This 
generic type of device does not include 
surgical scissors. The Panel identified this 
generic type of device under the name 
“general hospital scissors." 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 510(k) of the 
Federal Food. Drug, and Cosmetic Act (21 
U.S.C. 360(k)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
disposable scissors be classified into class I 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel recommends that this 
device be exempt from premarket notification 
under section 510(k) of the act because the 
Panel believes that FDA does not need to 
receive premarket notification of a 
manufacturer's intent to market this simple 
device. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
disposable scissors be classified into 
class I (general controls). The a'gency 
believes that general controls are 
sufficient to provide reasonable 


assurance of the safety and 
effectiveness of the device. 

In response to the Panel's 
recommendation that manufacturers of 
disposable scissors be exempt from 
section 510(k) of the act, FDA is 
proposing that these manufacturers be 
subject to registration and device listing 
under section 510 (a) through (j) of the 
act, but exempt from premarket 
notification under section 510(k) of the 
act and Subpart E of Part 807 of the 
regulations (21 CFR Part 807). Under 
section 510(g)(4) of the act, the agency 
may exempt a manufacturer from 
section 510 only if it finds that 
compliance with this section is not 
necessary for the protection of the 
public health. In the case of registration 
and listing by manufacturers of 
disposable scissors, the agency cannot 
make the required finding. To protect 
the public health, the agency needs to be 
able to identify the firms manufacturing 
this device and to conduct necessary 
inspections. The agency has determined, 
however, that it is not necessary for the 
protection of the public health that FDA 
receive premarket notification 
submissions concerning disposable 
scissors. The agency does not at this 
time anticipate that premarket approval 
will be required for this device. The 
agency believes that the semiannual 
updating of device listing under section 
510(j)(2) will provide FDA with adequate 
notice concerning new products within 
this generic type of device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6820, to read as 
follows: 

§ 880.6820 Disposable scissors. 

(a) Identification. Disposable scissors 
are a disposable general cutting device. 
This generic type of device does not 
include surgical scissors. 

(b) Classification. Class I (general 
controls). The device is exempt from 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 

Interested persons may. on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
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document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc. 79-28123 Filed 8-23-79. 8:45 am] 

BILLING CODE 4110-03-M 


[21 CFR Part 8801 

(Docket No. 78N-1363) 

Medical Devices; Classification of 
Sterilization Wraps 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed a regulation 
classifying sterilization wraps into class 
II (performance standards). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel and the 
General and Plastic Surgery Device 
Classification Panel that the device be' 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT. 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
General and Plastic Surgery Device 
Classification Panel, FDA advisory 


committees, made the following 
recommendation with respect to the 
classification of sterilization wraps: 

1. Identification: A sterilization wrap is a 
bag or wrap in which a device is placed, 
sterilized, and kept sterile until use. The 
General and Plastic Surgery Device 
Classification Panel identified this generic 

• type of device as the "pack, sterilization 
wrapper, bag, and accessories." 

2. Recommended classification: Class II 
(performance standards). The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
establishing a performance standard for this 
device be a medium priority. The General 
and Plastic Surgery Device Classification 
Panel recommends that establishing a 
performance standard for this device be a 
low priority. 

3. Summary of reasons for 
recommendation: The Panels recommend that 
the sterilization wrap be classified into class 
II because the Panels believe that the 
material properties of this device must be 
controlled through a standard to assure that 
the device performs as an adequate 
sterilization wrap and that the device will 
maintain the sterility of the enclosed product 
until it is used. The General and Plastic 
Surgery Device Classification Panel 
recommends that the standard address the 
particulate (lint) shedding properties of the 
device. The General Hospital and Personal 
Use Device Classification Panel recommends 
that the standard address the permeability 
and wetting properties of the wrap material, 
the device's shelfiife. and the device's sealing 
and opening properties. The Panels believe 
that general controls would not provide 
sufficient control over these characteristics. 
The Panels believe that a standard would 
provide reasonable assurance of the safety 
and effectiveness of the device and that there 
is sufficient information to establish a 
standard to provide such assurance. The 
General Hospital and Personal Use Device 
Classification Panel recommends that the 
device labeling state which sterilization 
method (ethylene oxide or steam) is 
appropriate. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members’ 
personal knowledge of. and clinical 
experience with, the device. 

5. Risks to health: Both Panels identified 
the following risk to health: (a) Infection: If 
the sterilization wrap fails to maintain the 
sterility of the enclosed device, a patient 
using the device may get an infection. The 
General Hospital and Personal Use Device 
Classification Panel identified the following 
additional risk to health: (b) Adverse toxic 
reaction: If the sterilization wrap does not 
allow escape of residual ethylene oxide from 
an enclosed sterilized device, a patient on 
whom the device is used may experience an 
adverse toxic reaction. The General and 
Plastic Surgery Device Classification Panel 
identified the following additional risk to 
health: (c) Foreign body reaction: Lint shed 
from the device may be transferred to the 
product (e.g., surgical instruments, etc.) which 
is enclosed by this device and then to the 
patient, causing a foreign body reaction. 


Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
sterilization wraps be classified into 
class II (performance standards). FDA 
has concluded that it would be more 
appropriate for this device to be named 
"sterilization wrap" and for its 
classification to be published in the part 
of the Code of Federal Regulations for 
General Hospital and Personal Use 
Devices. The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6850, to read as 
follows: 

§ 880.6850 Sterilization wrap. 

(a) Identification. A sterilization wrap 
(pack, sterilization wrapper, bag, and 
accessories) is a bag or wrap in which a 
device is placed, sterilized, and kept 
sterile until use. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 79-28124 Filed 8-23-79 8:45 am] 

BILUNG CODE 4110-03-M 
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[21 CFR Part 880] 

[Docket No. 78N-1364] 

Medical Devices; Classification of 
Ethylene Oxide Gas Sterilizers 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying ethylene oxide (ETO) gas 
sterilizers inlo class II (performance 
standards). FDA is also publishing the 
recommendation of the General Hosptial 
and Personal Use Device Classification 
Panel, the Dental Device Classification 
Panel, and the General and Plastic 
Surgery Device Classification Panel that 
this device be classified into class II. 

The effect of classifying a device into 
class II is to provide for the future 
development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. The actions are being taken 
under the Medical Device Amendments 
of 1976. 

DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-3G5), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville. MD 
20857. 

FOR FURTHER INFOMRATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470). Food and Drug 
Administration. Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave. Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, the Dental 
Device Classification Panel, and the 
General and Plastic Surgery Device 
Classification Panel, FDA advisory 
committees, made the following 
recommendations regarding the 
classification of ethylene oxide gas 
sterilizers: 

1. Identification: An ethylene oxide gas 
sterilizer is a device lhat uses ethylene oxide 
(ETO) to sterilize medical products. The 
General Hospital and Personal Use Device 


Classification Panel identified this generic 
type of device as the "gas sterilizer." The 
Dental Device Classification Panel identified 
this generic type of device as the “ethylene- 
oxide gas sterilizer." The General and Plastic 
Surgery Device Classification Panel identified 
this generic type of device as the “ethylene 
oxide sterilizer. 1 ’ 

2. Recommended classification: Class II 
(performance standards). The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
establishing a performace standard for this 
device be a medium priority. The Dental 
Device Classification Panel recommends that 
establishing a performance standard for this 
device be a low priority. The General and 
Plastic Surgery Device Classification Panel 
recommends that establishing a performance 
standard for this device be a high priority. 

3. Summary of reasons for 
recommendation: The three Panels 
recommend that the device be classified into 
class U because the Panels believe that a 
performance standard is necessary to assure 
that this device sterilizes medical products 
properly. The Panels also recommend that 
ethylene oxide sterilization be used only 
when steam sterilization cannot be 
employed. The Panels believe that qualified 
personnel must be trained in the use of 
ethylene oxide gas sterilizers to assure 
familiarity with certain procedures lhat need 
to be carried out in the sterilization process. 
The General Hospital and Personal Use 
Device Classification Panel recommends that 
the labeling of the device include directions 
for the installation of an ETO exhaust system 
and describe the need for periodic 
performance testing using a sterilization 
indicator. The General and Plastic Surgery 
Device Classification Panel believes that 
manufacturers need to agree on the length of 
time required to sterilize and aerate certain 
medical products and that aerators should be 
a required part of a gas sterilizer, particularly 
when products made of rubber or certain 
plastics are to be sterilized. All three Panels 
believe that general controls would not 
provide sufficient control over these 
characteristics. The Panels believe that a 
standard would provide a reasonable 
assurance of the safety and effectiveness of 
the device and that there is sufficient 
information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendations are based: The Panels 
based their recommendations on the Panel 
members' personal knowledge of, and clinical 
experience with, the device, on their 
knowledge of the literature lhat relates to 
sterilization and the use of ETO. and on the 
Association for the Advancement of Medical 
Instrumentation standard for E-O 
sterilization (Ref.7). 

5. Risks to health: The General Hospital 
and Personal Use Device Classification Panel 
and the Dental Device Classification Panel 
identified the following risks to health: (a) 
Infection: If the device fails to sterilize 
medical products adequately, patients 
exposed to the products may experience 
infection. The General and Plastic Surgery 
Device Classification Panel and the General 
Hospital and Personal Use Device 


Classification Panel identified the following 
risk to health: (b) Tissue burns, skin and 
mucosal membrane irritation, toxic reactions, 
or dermatitis: If the ETO gas is not properly 
removed after the sterilization procedures, 
residual gas may be absorbed by the 
sterilized product. A patient exposed to this 
contaminated product could, as a result, 
experience tissue burns, skin and mucosal 
membrane irritation, toxic reactions, or 
dermatitis. 

Proposed classification 

FDA agrees with the Panels’ 
recommendations and is proposing that 
ethylene oxide gas sterilizers be 
classified into class II (performance 
standards). FDA has concluded that it 
would be more appropriate for the 
device to be called “ethylene oxide gas 
sterilizer” and for its classification to be 
published in the part of the Code of 
Federal Regulations for General 
Hospital and Personal Use Devices. The 
agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

In the Federal Register of June 23,1978 
(43 FR 27474), FDA proposed to amend 
Parts 211 and 821 (21 CFR Parts 211 and 
821) to establish maximum residual 
limits and maximum levels of exposure 
of ethylene oxide and its two major 
reaction products, ethylene chlorohydrin 
and ethylene glycol. This proposal 
would impose restrictions on the 
continued use of ethylene oxide as a 
sterilant for certain drug products and 
medical devices for human use by (1) 
establishing maximum residue limits for 
ethylene oxide and its two major 
reaction products, ethylene chlorohydrin 
(2-chloroethanol) and ethylene glycol, in 
drug products for human and veterinary 
use, including biological products for 
human use. and in medical devices for 
human use, and (2) establishing 
maximum daily levels of exposure for 
drug products for ethylene oxide and its 
two major reaction products. This 
amendment was proposed because 
residues of ethylene oxide and its two 
major reaction products in drug products 
and devices for which ethylene oxide is 
used as a sterilant may produce toxic 
reactions in patients, and because of the 
potential risk of mutagenicity from 
exposure to these residues. The 
restrictions imposed by this proposed 
rule would apply to ethylene oxide gas 
sterilizers because gas sterilizers use 
ethylene oxide as a sterilant. 
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References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Association for the Advancement of 
Medical Instrumentation, "E-O Sterilization 
Standard (Draft)," Association for the 
Advancement of Medical Instrumentation, 
Arlington, VA. 1976. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6860, to read as 
follows: 

§ 880.6860 Ethylene oxide gas sterilizer. 

(a) Identification. An ethylene oxide 
gas sterilizer is a device that uses 
ethylene oxide (ETO) to sterilize 
medical products. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 15,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc. 79-26125 Filed 6-23-79: 8:45 am] 

BILLING CODE 4110-03-M 


(21 CFR Part 880] 

(Docket No. 78N-13651 

Medical Devices; Classification of Dry- 
Heat Sterilizers 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying dry-heat sterilizers into class 
II (performance standards). The FDA is 
also publishing the recommendation of 
the General Hospital and Personal Use 
Device Classification Panel that the 


device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation with respect to the 
classification of dry-heat sterilizers: 

1. Identification: A dry-heat sterilizer is a 
device that uses dry heat to sterilize medical 
products. 

2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a high priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
dry-heat sterilizers be classified into class II 
because the Panel believes that performance 
standards are necessary to assure that the 
device maintains the correct temperature for 
a length of time adequate for proper 
sterilization of medical products. The Panel 
believes that general controls would not 
provide sufficient control over this 
characteristic. The Panel also recommends 
that the labeling of the device provide proper 
instructions for its use and describe the need 
for periodic performance testing using a 
sterilization indicator. The Panel believes 
that a performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device, and that there is 
sufficient information to establish a standard 
to provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members* 
personal knowledge of, and clinical 
experience with, the device and on reports of 


studies of dry-heat sterilization that were 
sponsored by the National Aeronautics and 
Space Administration (NASA) (Refs. 1 
through 5). These reports decribe recent 
progress made in research on dry-heat 
sterilization and some of the problems 
associated with this sterilization method. 

5. Risks to health: Infection: If the dry-heat 
sterilizer fails to maintain the correct 
temperature for a length of time adequate to 
sterilize medical products properly, patients 
exposed to the products may experience 
infection. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
dry-heat sterilizers be classified into 
class II (performance standards). The 
agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risk to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Daspit, L. P„ J. A. Stem, and E. M. 
Cortright, “Viking Heat Sterilization— 
Progress and Problems," Acta Astronautica 
2(7-8):649-660, 1975. 

2. Ernst, R. R., “Sterilization by Heat,” in 
"Disinfection, Sterilization, and 
Preservation." Ed. by Lawrence, C. A. and S. 
S. Block, Lea and Febiger, Philadelphia, pp. 
703-740, 1968. 

3. Hall, L B., "Sterilization Technology in 
the United States Space Program," in 
"Industrial Sterilization," Ed. by Phillips, G. 

B. and W. S. Miller. Duke University Press, 
Durham. NC, pp. 337-342. 1973. 

4. Hall, L B.. M. S. Favero, and R. G. Lyle, 
"Spacecraft Sterilization,*’ in "Disinfection, 
Sterilization, and Preservation." 2d Ed.. Ed. 
by S. S. Block. Lea and Febiger, Philadelphia, 
pp. 611-638,1977. 

5. Pflug, I. J.. "Factors Affecting the Dry 
Heat Destruction of Microorganisms," in 
"Semi-Annual Progress Report No. 13, 
Environmental Microbiology as Related to 
Planetary Quarantine." University of 
Minnesota, Minneapolis, pp. 35-56,1974. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec 9 . 513, 

701(a), 52 Stat. 1055. 90 Stat. 540-540 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6870, to read as 
follows: 
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§ 880.6870 Dry-heat sterilizer. 

(a) Identification . A dry-heat sterilizer 
is a device that uses dry heat to sterilize 
medical products. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc 79-28126 Filed 8-22-79; am] 

BILLING CODE 4110-02-81 


[21 CFR Part 880] 

[Docket No. 78N-1366] 

Medical Devices; Classification of 
Steam Sterilizers 

agency: Food and Drug Administration. 
action: Proposed ruie. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying steam sterilizers into class II 
(performance standards). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel, the Dental 
Device Classification Panel, and the 
General and Plastic Surgery Device 
Classification Panel that the device be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for future development of one or 
more performance standards to assure 
the safety and effectiveness of the 
device. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

ADDRESS: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 


65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare. 8757 Georgia 
Ave„ Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, the Dental 
Device Classification Panel, and the 
General and Plastic Surgery Device 
Classification Panel, FDA advisory 
committees, made the following 
recommendations with respect to the 
classification of steam sterilizers: 

1. Identification: A steam sterilizer is a 
device that uses pressurized steam to sterilize 
medical products. The General Hospital and 
Personal Use Device Classification Panel 
identified this generic type of device as the 
“steam sterilizer.” The Dental Device 
Classification Panel identified this generic 
type of device as the “autoclave.” The 
General and Plastic Surgery Device 
Classification Panel identified this generic 
type of device as the “autoclave sterilizer.’* 

2. Recommended classification: Class II 
(performance standards). The General 
Hospital and Personal Use Device 
Classification Panel recommends that 
establishing a performance standard for this 
device be a medium priority. The Dental 
Device Classification Panel recommends that 
establishing a performance standard for this 
device be a low priority. The General and 
Plastic Surgery Device Classification Panel 
recommends that establishing a performance 
standard for this device be a high priority. 

3. Summary of reasons for 
recommendation: The three Panels 
recommend that steam sterilizers be 
classified into class II because (he Panels 
believe that a performance standard is 
necessary to assure that the device properly 
sterilizes medical products. Adequate 
sterilization depends upon the parameters of 
time, temperature, and steam saturation. The 
Panels believe that genera! controls would 
not provide control over these characteristics. 
The General Hospital and Personal Use 
Device Classification Panel recommends that 
the device labeling describe the need for 
periodic performance testing using a 
sterilization indicator. The General and 
Plastic Surgery Device Classification Panel 
recommends that the device be properly 
designed and only trained personnel operate 
the device. 

4. Summary of data on which the 
recommendations are based: The Panels 
based their recommendations on the Panel 
members’ personal knowledge of, and clinical 
experience with, the device. 


5. Risks to health: The three Panels 
identified the following risk to health: (a) 
Infection: If the device fails to sterilize 
medical products adequately, patients 
exposed to the products may experience 
infection. The General and Plastic surgery 
Device Classification Panel also identified 
the following risk to health: (b) Steam bums 
to personnel: If the device is improperly 
designed, it could cause steam bums to 
operating personnel 

Proposed Classification 

FDA agrees with the Panels' 
recommendations and is proposing that 
steam sterilizers be classified into class 
II (performance standards). FDA has 
concluded that the device should be 
named the “steam sterilizer" and that its 
classification should be published in the 
part of the Code of Federal Regulations 
for General Hospital and Personal Use 
Devices. The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6880, to read as 
follows: 

§ 880.6880 ‘ Steam sterilizer. 

(a) Identification. A steam sterilizer 
(autoclave) is a device that uses 
pressurized steam to sterilize medical 
products. 

(b) Classification. Class II 
(performance standards). 

Interested persons may. on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 
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Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs . 

|FR Doc 79-26127 Filed 8-23-79: 8:45 am) 

BILLING CODE 4110-03-M 


[21 CFR Part 880J 

[Docket No. 78N-1367] 

Medical Devices; Classification of 
Hand-Carried Stretchers 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying hand-carried stretchers into 
class 1 (general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel and the 
General and Plastic Surgery Device 
Classification Panel that the device be 
classified into class I. The effect of 
classifying a device into class I is to 
require that the device meet only the 
general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring. MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel and the 
General and Plastic Surgery Device 
Classification Panel, FDA advisory 
committees, made the following 
recommendations with respect to the 
classification of hand-carried stretchers: 


1. Identification: A hand-carried stretcher 
is a device consisting of a lightweight frame, 
or of two poles with a cloth or metal 
platform, on which a patient can be carried. 

2. Recommended classification: Class 1 
(general controls). The Panels recommend no 
exemptions for this device. 

3. Summary of reasons for 
recommendation: The Panels recommend that 
hand-carried stretchers be classified into 
class I because the Panels believe that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The General 
Hospital and Personal Use Device 
Classification Panel recommends that the 
labeling of the device state the maximum 
weight that the^device can support. The Panel 
further recommends that the device be of a 
suitable size to fit into all ambulances. 

4. Summary of data on which the 
recommendations are based: The Panels 
based their recommendations on the Panel 
members* personal knowlege of, and clinical 
experience with, the device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panels' 
recommendations and is proposing that 
hand-carried stretchers be classified 
into class I (general controls). FDA has 
concluded that the classification of the 
device should be published in the part of 
the Code of Federal Regulations for 
General Hospital and Personal Use 
Devices. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

FDA disagrees with the Panel 
recommendation that there be no 
exemptions for hand-carried stretchers. 
The agency is proposing that 
manufacturers of a hand-carried 
stretcher be exempt from the device 
good manufacturing practice (GMP) 
regulation under section 520(f) of the act 
(21 U.S.C. 360j(f)). FDA is proposing that 
a manufacturer of this device be exempt, 
in the manufacture of the device, from 
all requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180). with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a hand-carried 
stretcher must still be required to 
comply with the complaint file 
requirements of § 820.198 to ensure that 
these manufacturers have adequate 
systems for complaint investigation and 


followup. The agency also believes that 
manufacturers of a hand-carried 
stretcher must still be required to 
comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint Files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer's corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6900, to read as 
follows: 

§ 880.6900 Hand-carried stretcher. 

(a) Identification . A hand-carried 
stretcher is a device consisting of a 
lightweight frame, or of two poles with a 
cloth or metal platform, on which a 
patient can be carried. 

(b) Classification . Class I (general 
controls). The device is exempt from the 
good manufacturing practice regulation 
in Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint Files. 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identiFied with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

[FR Doc. 79-26128 Filed 8-23-79. 8:45 am] 

BILLING CODE 4110-03-*! 


[21 CFR Part 880] 

[Docket No. 78N-1368] 

Medical Devices; Classification of 
Wheeled Stretchers 

AGENCY: Food and Drug Administration. 
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action: Proposed rule. ___ 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying wheeled stretchers into class 
II (performance standards). FDA is also 
publishing the recommendations of the 
General Hospital and Personal Use 
Device Classification Panel and the 
Anesthesiology Device Classification 
Panel that this device be classified into 
class IL The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
Additionally, FDA is publishing the 
recommendation of the Physical 
Medicine Device Classification Panel 
that this device be classified into class L 
The effect of classifying a device into 
class I is to require that the device only 
meet the general controls applicable to 
all devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin. Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health. 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, the Physical 
Medicine Device Classification Panel, 
and the Anesthesiology Device 
Classification Panel, FDA advisory 
committees, made the following 
recommendations regarding the 
classification of wheeled stretchers: 

1. Identification: A wheeled stretcher is a 
device consisting of a platform mounted on a 
wheeled frame that is designed to transport 
patients in a horizontal position. The device 
may have side rails, supports for fluid 
infusion equipment, and patient securement 
straps. The frame may be fixed or collapsible 
for use in an ambulance. The General 


Hospital and Personal Use Device 
Classification Panel identified this generic 
type of device as the "wheeled stretcher." 

The Physical Medicine Device Classification 
Panel identified this generic type of device as 
the "mechanical wheeled stretcher.’ 1 The 
Anesthesiology Device Classification Panel 
identified this generic type of device as the 
"patient cart." 

2. Recommended classification: The 
General Hospital and Personal Use Device 
Classification Panel and the Anesthesiology 
Device Classification Panel recommend that 
this device be classified into class 11 
(performance standards) and that 
establishing a performance standard for the 
device be a medium priority. The Physical 
Medicine Device Classification*Panei 
recommends that this device be classified 
into class I (general controls) and the Panel 
recommends that there be no exemptions for 
the device. 

3. Summary of reasons for 
recommendation: The General Hospital and 
Personal Use Device Classification Panel 
recommends that this device be classified 
into class U (performance standards) because 
the Panel believes that a standard should 
control the bumper height, require lockable 
wheels and self-locking side rails with safety 
latches, and assure adequate weight capacity 
for most patients. The Panel also 
recommends that the standard assure that the 
device's center of gravity be sufficiently low 
that the device is stable and does not topple 
over, and that the device's wheels be large 
enough so that they cannot get trapped in the 
space between the floor and an elevator. The 
Anesthesiology Device Classification Panel 
recommends that this device be classified 
into class II because the Panel believes that a 
performance standard should assure that the 
device has no sharp edges or protrusions that 
could injure the patient or personnel, to 
require the device to have side rails and 
restraint straps that are properly placed and 
sufficiently strong to prevent the patient from 
falling from the cart and to require the device 
to have adequate brakes. The General 
Hospital and Personal Use Device 
Classification Panel and the Anesthesiology 
Device Classification Panel believe that 
general controls would not provide sufficient 
control over these characteristics. The Panels 
also believe that a performance standard 
would provide reasonable assurance of the 
safety and effectiveness of the device and 
that there is sufficient information to 
establish a standard to provide such 
assurance. The Physical Medicine Device 
Classification Panel recommends that this 
device be classified into class 1 (general 
controls) because the Panel believes that the 
device presents no risks to health and that 
general controls are, therefore, sufficient to 
provide reasonable assurance of the safety 
and effectiveness of the device. 

4. Summary of data on which the 
recommendations are based: The three 
Panels based their recommendations on the 
Panel members’ personal knowledge of. and 
clinical experience with, the device. 

5. Risks to health: The General Hospital 
and Personal Use Device Classification Panel 
and the Anesthesiology Device Classification 
Panel identified the following risks of injury 


to the patient: The patient may fall from the 
device and be injured if the side rails fail, if 
the device is unstable and topples over, if the 
wheels get trapped in the space between the 
floor and an elevator and cause the patient to 
be thrown, if the patient tries to gel off a 
device that lacks lockable wheels, if the 
device collapses under the patient's weight, 
or if the device’s restraint straps are weak or 
improperly placed. The patient could also be 
injured if the device has sharp edges, 
protrusions, or improper brakes. The Physical 
Medicine Device Classification Panel 
identified no risks to health presented by the 
device. 

Proposed Classification 

FDA agrees with the 
recommendations of the General 
Hospital and Personal Use Device 
Classification Panel and the 
Anesthesiology Device Classification 
Panel and is proposing that wheeled 
stretchers be classified into class II 
(performance standards). FDA has 
concluded that the advice should be 
named the ’’wheeled stretcher" and that 
its classification should be published in 
the part of the Code of Federal 
Regulations for General Hospital and 
Personal Use Devices. 

FDA disagrees with the 
recommendation of the Physical 
Medicine Device Classification Panel 
that the device be classified into class 1 
(general controls). The agency believes 
that a standard is necessary for this 
device because general controls alone 
are insufficient to control the risks to 
health presented by the device, 
especially the risk of falls due to 
inadequate device design. A 
performance standard would provide 
reasonable assurance of safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard to 
provide this assurance. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513. 
701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (12 CFR 5.1). the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6910. tp read as 
follows: 

§ 880.6910 Wheeled stretcher. 

(a) Identification. A wheeled stretcher 
is a device consisting of a platform 
mounted on a wheeled frame that is 
designed to transport patients in a 
horizontal position. The device may 
have side rails, supports for fluid 
infusion equipment, and patient 
securement straps. The frame may be 
fixed or collapsible for use in an 
ambulance. 
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(b) Classification. Class II 
(performance standards). 

Interested persons may. on or before 
October 23.1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc. 79-26129 Filed 8-2*-79; 8:45 amj 

BILLING CODE 4110-03-M 


[21 CFR Part 880] 

[Docket No. 78N-1369] 

Medical Devices; Classification of 
Syringe Needle Introducers 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying syringe needle introducers 
into class II (performance standards). 
FDA is also publishing the 
recommendation of the General Hospital 
and Personal Use Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by October 23.1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 


Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of syringe needle 
introducers: 

1. Identification: A syringe needle 
introducer is a device that uses a spring- 
loaded mechanism to drive a hypodermic 
needle into a patient to a predetermined 
depth below the skin surface. 

2. Recommended classification: Class II 
(performance standards). The Panel 
recommends that establishing a performance 
standard for this device be a low priority. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
syringe needle introducers be classified into 
class II because the Panel believes that a 
standard is needed to control the force of the 
spring used to drive the needle into the skin 
so that the needle is driven to the correct 
depth below the skin surface, without 
unnecessary tissue trauma. The Panel 
believes that general controls would not 
provide sufficient control over this 
characteristic. The Panel believes that a 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device and that there is 
sufficient information to establish a standard 
to provide such assurance. The Panel also 
recommends that the device be sterilizable to 
prevent cross-contamination. 

4. Summary of data on which the 
recommendation is based; The Panel based 
its recommendation on the Panel members’ 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: (a) Cross-contamination: 
If the device is not sterilizable, cross¬ 
contamination may occur, (b) Incorrect 
dosage: If the needle penetrates to an 
incorrect depth, the patient may receive an 
incorrect dosage of drug, (c) Tissue trauma: If 
the needle penetrates too deep, tissue trauma 
may result. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
syringe needle introducers be classified 
into class II (performance standards). 
The agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 


information to establish a performance 
standard to provide this assurance. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CP’R 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6920, to read as 
follows: 

880.6920 Syringe needle Introducer. 

(a) Identification. A syringe needle 
introducer is a device that uses a spring- 
loaded mechanism to drive a 
hypodermic needle into a patient to a 
predetermined depth below the skin 
surface. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc 79-28130 Filed 8-23-79, 8:45 amj 

BILLING COOE 4110-03-M 


[21 CFR Part 8801 

[Docket No. 78N-1388] 

Medical Devices; Classification of 
Irrigating Syringes 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying irrigating syringes into class I 
(general controls). FDA is also 
publishing the recommendation of the 
General Hospital and Personal Use 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
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actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave.. Silver Spring, MD 20910, 301-^27- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of irrigating syringes: 

1. Identification: An irrigating syringe is a 
device consisting of a bulb or a piston syringe 
with nn integral or a detachable tube. The 
device is used to irrigate, withdraw fluid 
from, or instill fluid into a body cavity or 
wound. The Panel identified this generic type 
of device under the name "nonsuigical 
irrigating syringe.” 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that this device be exempt from premarket 
notification under section 51Q(k) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and. if the device is not labeled 
as sterile, exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(Q). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
irrigating syringes be classified into class I 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel recommends that this 
device be exempt from premarket notification 
under section 510(k) of the act because the 
Panel believes that FDA does not need to 
receive premarket notification of a 
manufacturer's intent to market this simple 
device. The Panel recommends that this 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily discernible and that defects are readily 
apparent to the user. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members' 
personal knowledge of. and clinical 
experience with, the device. 


5. Risks to health: Infection: If the device i9 
labeled as sterile and it is not sterile, 
pathogenic organisms may cause an infection 
in the patient. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
irrigating syringes be classified into 
class I (general controls). The agency 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

In response to the Panel’s 
recommendation that manufacturers of 
an irrigating syringe be exempt from 
section 510 of the act. FDA is proposing 
that these manufacturers be subject to 
registration and device listing under 
section 510(a) through (j) of the act, but 
exempt from premarket notification 
under section 510(k) of the act and 
Subpart E of Part 807 of the regulations 
(21 CFR Part 807). Under section 
510(g)(4) of the act, the agency may 
exempt a manufacturer from section 510 
only if it finds that compliance with this 
section is not necessary for the 
protection of the public health. In the 
case of registration and listing by 
manufacturers of an irrigating syringe, 
the agency cannot make the required 
finding. To protect the public health, the 
agency needs to be able tQ identify the 
firms manufacturing this device and to 
conduct necessary inspections. The 
agency has determined however, that it 
is not necessary for the protection of the 
public health that FDA receive 
premarket notification submissions 
concerning an irrigating syringe. The 
agency does not at this time anticipate 
that premarket approval will be required 
for this device. The agency believes that 
the semiannual updating of device 
listing under section 510(j){2) will 
provide FDA with adequate notice 
concerning new products within this 
generic type of device. 

In response to the Panel’s 
recommendation that manufacturers of 
an irrigating syringe be exempt from the 
device good manufacturing practice 
(GMP) regulation under section 520(f) of 
the act. FDA is proposing that a 
manufacturer of this device who does 
not label or otherwise represent it as 
sterile be exempt, in the manufacture of 
the device, from all requirements in the 
GMP regulation except § 820.180 (21 
CFR 820.180), with respect to general 
requirements concerning records, and 
§ 820.198 (21 CFR 820.198), with respect 
to complaint files. Based on available 
information about current practices used 
in the manufacture of the device and 
user experience with the device, the 
agency has determined that application 


of the GMP regulation, other than 
§§ 820.180 and 820.198, is unlikely to 
improve the safety and effectiveness of 
the device. The agency believes, 
however, that manufacturers of an 
irrigating syringe, even when it is not 
labeled or otherwise represented as 
sterile, must still be required to comply 
with the complaint file requirements of 
§ 820.198 to ensure that these 
manufacturers have adequate systems 
for complaint investigation and 
followup. The agency also believes that 
manufacturers of an irrigating syringe 
must still be required to comply with the 
general requirements concerning records 
in § 820.180 to ensure that FDA has 
access to complaint files, can investigate 
device-related injury reports and 
complaints about product defects, may 
determine whether the manufacturer’s 
corrective actions are adequate, and 
may determine whether the exemption 
from other sections of the GMP 
regulation is still appropriate. A 
manufacturer of an irrigating syringe 
that is labeled or otherwise represented 
as sterile is, in the manufacture of this 
device, subject to the GMP regulation in 
its entirety. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6960, to read as 
follows: 

§ 880.6960 Irrigating syringe. 

(a) Identification. An irrigating 
syringe is a device consisting of a bulb 
or a piston syringe with an integral or a 
detachable tube. The device is used to 
irrigate, withdraw fluid from, or instill 
fluid into a body cavity or wound. 

(b) Classification. Class 1 (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Pari 807 of this chapter. If 
the device is not labeled or otherwise 
represented as sterile, it also is exempt 
from the good manufacturing practice 
regulation in Part 820 of this chapter, 
with the exception of § 820.180, with 
respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

Interested persons may, on or before 
October 23,1979. submit to the Hearing 
Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
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Hearing Clerk docket number found in 
brackets in the heading of this 
document Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

|FR Doc. 79-28131 Filed 8-23-79; 845 am) 

BILLING COOE 4110-03-44 


[21CFR Part 880] 

(Docket No. 78N-1371J 

Medical Devices; Classification of 
Liquid Crystal Vein Locators 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying liquid crystal vein locators 
into class I (general controls). FDA is 
also publishing the recommendation of 
the General Hospital and Personal Usre 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Ave., Silver Spring, MD 20910, 301-427- 
7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 


classification of liquid crystal vein 
locators: 

1. Identification: A liquid crystal vein 
locator is a device used to indicate the 
location of a vein by revealing variations in 
the surface temperature of the skin by 
displaying the color changes of heat sensitive 
liquid crystals (cholesteric esters). 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that there be no exemptions. 

3. Summary of reasons for 
recommendation: The Panel recommends that 
liquid crystal vein locators be classified into 
class I because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendation on the Panel members* 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
liquid crystal vein locators be classified 
into class I (general controls) with no 
exemptions. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 880 in Subpart G 
by adding new § 880.6970. to read as 
follows: 

§ 880.6970 Liquid crystal vein locator. 

(a) Identification . A liquid crystal vein 
locator is a device used to indicate the 
location of a vein by revealing 
variations in the surface temperature of 
the skin by displaying the color changes 
of heat sensitive liquid crystals 
(cholesteric esters). 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
October 23,1979 submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments. The 
comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 


Dated: August 15,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 79-26132 Filed 8-23-79; 845 am) 

BtLUMG CODE 4110-03-14 


121 CFR Part 880] 

(Docket No. 78N-1372] 

Medical Devices; Classification of Vein 
Stabilizers 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying vein stabilizers into class I 
(general controls). FDA is also 
publishing the recommendation of the 
General Hospital and personal Use 
Device Classification Panel that the 
devices be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by October 23,1979. 

It is proposed that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT! 

Lillian L. Yin, Bureau of Medical Devices 
(HFK-470), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 8757 Georgia 
Avenue. Silver Spring, MD 20910, 310- 
427-7555. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The General Hospital and Personal Use 
Device Classification Panel, an FDA 
advisory committee, made the following 
recommendation regarding the 
classification of vein stabilizers: 

♦ 

1. Identification: A vien stabilizer is a 
device consisting of a fiat piece of plastic 
with two noninvasive prongs. The device is 
placed on the skin so that the prongs are on 
either side of a vein and hold it stable while a 
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hypodermic needle is inserted into the vien. 
The Panel identified this generic type of 
device under the name “vein stabilization 
device." 

2. Recommended classification: Class I 
(general controls). The Panel recommends 
that these devices be exempt from premarket 
notification under section 510(k) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 360(k)) and from the good 
manufacturing practice regulation under 
section 520(f) of the act (21 U.S.C. 360j(f)). 

3. Summary of reasons for 
recommendation: The Panel recommends that 
vein stabilizers be classified into class I 
because the Panel believes that general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device. The Panel recommends that the 
device be exempt from premarket notification 
under section 510(k) of the act because the 
Panel believes that FDA does not need to 
receive premarket notification of a 
manufacturer's intent to market this simple 
device. The Panel also recommends that the 
device be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act because the Panel 
believes that the quality of the device is 
easily disemible and that defects are readily 
apparent to the user. 

4. Summary of data on which the 
recommendation is based: The Panel based 
its recommendations on the Panel members’ 
personal knowledge of, and clinical 
experience with, the device. 

5. Risks to health: None identified 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
vein stabilizers be classified into class I 
(general controls). The agency believes 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of the device. 

•In response to the Panel’s 
recommendation that manufacturers of a 
vein stabilizer be exempt from section 
510(k) of the act, FDA is proposing that 
these manufacturers be subject to 
registration and device listing under 
section 510 (a) through (j) of the act, but 
exempt from premarket notification 
under section 510(k) of the act and 
Subpart E of Part 807 of the regulations 
(21 CFR Part 807). Under section 
510(g)(4) of the act, the agency may 
exempt a manufacturer from section 510 
only if it finds that compliance with this 
section is not necessary for the 
protection of the public health. In the 
case of registration and listing by 
manufacturers of a vein stabilizer, the 
agency cannot make the required 
finding. To protect the public health, the 
agency needs to be able to identify the 
firms manufacturing this device and to 
conduct necessary inspections. The 
agency has determined, however, that it 
is not necessary for the protection of the 
public health that FDA receive 


premarket notification submissions 
concerning a vein stabilizer. The agency 
does not at this time anticipate that 
premarket approval will be required for 
this device. The agency believes that the 
semiannual updating of device listing 
under section 510(j)(2) will provide FDA 
with adequate notice concerning new 
products within this generic type of 
device. 

In response to the Panel’s 
recommendation that manufacturers of a 
vein stabilizer be exempt from the 
device good manufacturing practice 
(GMP) regulation under section 520(f) of 
the act, FDA is proposing that a 
manufacturer of this device be exempt, 
in the manufacture of the device, from 
all requirements in the GMP regulation 
except § 820.180 (21 CFR 820.180). with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the device and user 
experience with the device, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the device. 
The agency believes, however, that 
manufacturers of a vein stabilizer must 
still be required to comply with the 
complaint file requirements of § 820.198 
to ensure that these manufacturers have 
adequate systems for complaint 
investigation and followup. The agency 
also believes that manufacturers of a 
vein stabilizer must still be required to 
comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend part 880 in Subpart G 
by adding new § 880.6980, to read as 
follows: 

§ 880.6980 Vein stabilizer. 

(a) Identification. A vein stabilizer is 
a device consisting of a flat piece of 
plastic with two noninvasive prongs. 

The device is place on the skin so that 
the prongs are on either side of a vein 
and hold it stable while a hypodermic 
needle is inserted into the vein. 


(b) Classification. Class I (general 
controls). The device is exempt from the 
premarket notification procedures in 
Subpart E of Part 807 of this chapter. 
The device also is exempt from the good 
manufacturing practice regulation in 
Part 820 of this chapter, with the 
exception of § 820.180, with respect to 
general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

Interested persons may, on or before 
October 23,1979, submit to the Hearing 
Clerk (HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
sumit single copies of comments. The 
comments are to be identified with the 
hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 10.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

[FR Doc. 79-28133 Filed B-23-79; 8:45 am] 

BILLING CODE 4110-03-M 
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MERIT SYSTEMS PROTECTION 
BOARD 

(5 CFR Parts 1251 Through 12691 

Prohibited Personnel Practices and 
Activities; Procedures for the Receipt 
and Investigation of Allegations. 

agency: Office of the Special Counsel. 
action: Proposed rule. 

summary: These regulations set forth 
the procedures for the receipt and 
investigation by the Office of the Special 
Counsel of allegations of prohibited 
personnel practices and activities 
prohibited by other civil service law. 
rule or regulation, and the receipt and 
referral to agencies for investigation of 
or a report on whistleblower allegations. 

dates: Comments should be submitted 
by October 30.1979. 

address: Send comments to the Office 
of the Special Counsel. 1717 H Street. 
NW.. Washington. DC 20419. 

FOR FURTHER INFORMATION CONTACT: 

Shigeki J. Sugiyama or Lynn R. Collins, 
Office of the Special Counsel (202-653- 
7140). 

SUPPLEMENTARY INFORMATION: The 

Special Counsel published interim 
procedures for operations in the Federal 
Register on January 30,1979 (44 FR 
6060). The interim regulations remain in 
effect until final regulations are 
published. The Special Counsel received 
written comments on the interim 
regulations from two unions 
representing federal employees and one 
federal agency. In addition, comments 
were received from the Government 
Accountability Project. Those comments 
were considered in preparing these 
proposed regulations. 

In § 1253.1, an address is set out to 
which complaints, allegations, and 
information under Subchapter B can be 
filed. As soon as the field office 
structure is established. § 1253.1 will be 
revised to include a list of those offices. 

Accordingly, it is proposed to amend 5 
CFR Chapter II by revising Subchapter B 
to read as follows: 

Subchapter B— Office of the Special Counsel 

PART 1250—JURISDICTION AND 
DEFINITIONS 

Sec. 

1250.1 General authority of the Special 
Counsel. 

1250.2 Scope. 

1250.3 Definitions. 

Authority.—5 U.S.C. 1206(k); Sec. 204(g) of 
Reorganization Plan No. 2 of 1978. unless 
otherwise noted. 


§ 1250.1 General authority of the Special 
Counsel. 

The Special Counsel is authorized to 
carry out the following general 
functions, as described in this 
subchapter: 

(a) To receive and investigate 
allegations of prohibited personnel 
practices and certain other violations of 
law, rule or regulation. 

(b) To receive and refer to agencies 
for investigation or a report certain 
disclosures of information reasonably 
believed by the discloser to evidence a 
violation of any law, rule, or regulation, 
or mismanagement, a gross waste of 
funds, an abuse of authority, or a 
substantial and specific danger to public 
health or safety. 

(c) To recommend, upon 
determination that there is reasonable 
ground to believe that a prohibited 
personnel practice has occurred, exists, 
or is to be taken, corrective action to the 
agency involved. 

(d) To file with the Merit Systems 
Protection Board requests to order 
corrective action (if the agency has not 
taken the corrective action 
recommended after a reasonable 
period), requests for stays of prohibited 
personnel actions, and complaints for 
disciplinary action against federal 
employees, and intervene or otherwise 
participate in any proceeding before the 
Board. 

§ 1250.2 Scope. 

(a) The Special Counsel is required to 
receive and to investigate allegations of 
prohibited personnel practices and 
certain other activities prohibited by 
civil service law, rule, or regulation 
involving any Executive agency, the 
Administrative Office of the United 
States Courts, and the Government 
Printing Office, except that the 
prohibited personnel practices set forth 
below do not apply to: 

(1) A Government corporation. 

(2) The Federal Bureau of 
Investigation, the Central Intelligence 
Agency, the Defense Intelligence 
Agency, the National Security Agency, 
and certain other intelligence agencies 
excepted by the President. 

(3) The General Accounting Office. 

(4) The United States Postal Service 
and the Postal Rate Commission. 

(b) The Special Counsel will 
investigate allegations of Match Act 
violations in any Executive agency, the 
U.S. Postal Service, and Postal Rate 
Commission and the District of 
Columbia Government. 

(c) The Special Counsel will receive 
and act on information which evidences 
a violation of any law. rule, or 
regulation, or of mismanagement, a 


gross waste of funds, an abuse of 
authority, or a substantial and specific 
danger to public health or safety, 
involving any Executive agency. 

§ 1250.3 Definitions. 

As used in this subchapter: 

(a) "Personnel action" means— 

(1) An appointment; 

(2) A promotion; 

(3) An adverse action under chapter 
75 of title 5, United States Code or other 
disciplinary or corrective action; (4) a 
detail, transfer, or reassignment; 

(5) A reinstatement; 

(6) A restoration; 

(7) A reemployment; 

(8) A performance evaluation under 
chapter 43 of title 5, United States Code; 

(9) A decision concerning pay, 
benefits, or awards, or concerning 
education or training if the education or 
training may reasonably be expected to 
lead to an appointment, promotion, 
performance evaluation, or other 
personnel action; or 

(10) Any other significant change in 
duties or responsibilities which is 
inconsistent with the employee’s salary 
or grade level. 

(b) "Prohibited personnel practice" 
means action by an employee who has 
authority to take, direct others to take, 
recommend, or approve any personnel 
action, 

(1) That discriminates for or against 
any employee or applicant for 
employment on the basis of race, color, 
religion, sex, national origin, age, 
handicapping condition, marital status 
or political afiliation, as prohibited by 
certain specified laws (see 5 U.S.C. 
2302(b)(1)). 

(2) To solicit or consider any 
recommendation or statement, oral or 
written, with respect to any individual 
who requests or is under consideration 
for any personnel action unless the 
recommendation or statement is based 
on the personal knowledge or records of 
the person furnishing it and consists of 
an evaluation of the work performance, 
ability, aptitude, or general 
qualifications of the individual, or an 
evaluation of the character, loyalty, or 
suitability of such individual; 

(3) To coerce the political activity of 
any person (including the providing of 
any political contribution or service), or 
take any action against any employee or 
applicant for employment as a reprisal 
for the refusal of any person to engage 
in such political activity; 

(4) To deceive or willfully obstruct 
any person with respect to such person’s 
right to compete for employment; 

(5) To influence any person to 
withdraw from competition for any 
position for the purpose of improving or 
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injuring the prospects of any other 
person for employment; 

(6) To grant any preference or 
advantage not authorized by law, rule or 
regulation to any employee or applicant 
for employment (including defining the 
scope or manner of competition or the 
requirements for any position) for the 
purpose of improving or injuring the 
prospects of any particular person for 
employment; 

(7) To appoint, employ, promote* 
advance, or advocate for appointment, 
employment, promotion, or 
advancement, in or to a civilian position 
any individual who is a relative (as 
defined in 5 U.S.C. 3110) of the employee 
if the position is in the agency in which 
the employee is serving as a public 
official (as defined in 5 U.S.C. 3110) or 
over which the employee exercises 
jurisdiction or control as an official; 

(8) To take or fail to take a personnel 
action with respect to any employee or 
applicant for employment as a reprisal 
for being a whisteblower, as defined in 
paragraph (c) of this section. 

(9) To take or fail to take a personnel 
action against an employee or applicant 
for employment as a reprisal for the 
exercise of any appeal right granted by 
law. rule or regulation; 

(10) To discriminate for or against any 
employee or applicant for employment 
on the basis of conduct which does not 
adversely affect the performance of the 
employee or applicant or the 
performance of others; or 

(11) To take or fail to take any other 
personnel action if the taking of or 
failure to take such action violates any 
law, rule, or regulation implementing, or 
directly concerning, the merit system 
principles contained in 5 U.S.C. 2301. 

(c) “Whistleblower” means a present 
or former Federal employee or applicant 
for Federal employment who discloses 
information he reasonably believes 
evidences a violation of any law, rule or 
regulation, or mismanagement, a gross 
waste of funds, an abuse of authority, or 
a substantial or specific danger to public 
health or safety, if the disclosure is not 
specifically required by Executive order 
to be kept secret in the interest of 
national defense or the conduct of 
foreign affairs. Where the information 
disclosed affects only the personnel 
situation of the complainant, it will 
normally be treated as an allegation of a 
prohibited personnel practice or 
violation of other civil service law, rule 
or regulation, and the complainant will 
not be considered to be a whistleblower. 

(d) “Cross waste of funds” means 
unnecessary expenditure of substantial 
sums of money, or a series of instances 
of unnecessary expenditures of smaller 
amounts. 


(e) “Mismanagement” means wrongful 
or arbitrary and capricious actions that 
may have an adverse effect on the 
efficient accomplishment of the agency 
mission. 

PART 1251—INVESTIGATIVE 
AUTHORITY OF THE SPECIAL 
COUNSEL 

Sec. 

1251.1 Matters subject to investigation. 

1251.2 Deferral to administrative appeals 
procedures. 

1251.3 Investigation policy in discrimination 
complaints. 

1251.4 Closing cases and terminating 
investigations. 

1251.5 Actions on results of investigations. 

§ 1251.1 Matters subject to investigation. 

The Special Counsel is authorized— 

(a) To receive and investigate 
allegations of prohibited personnel 
practices, as defined in section 1250.3 of 
this subchapter, and to determine 
whether there are reasonable grounds to 
believe that a prohibited personnel 
practice has occurred, exists, or is to be 
taken (5 U.S.C 1206(a)). 

(b) To conduct an investigation of any 
allegation concerning— 

(1) Political activity by Federal 
employees and employees of the District 
of Columbia Government, prohibited by 
Subchapter III of Chapter 73 of title 5, 
United States Code (Hatch Act); 

(2) Political activities by certain State 
and local officers and employees 
prohibited by Chapter 15 of title 5, 
United States Code (Hatch Act); 

(3) Arbitrary or capricious 
withholding of information prohibited 
under section 552 of title 5. United 
States Code (Freedom of Information 
Act), except that the Special Counsel 
shall make no investigation under this 
subsection of any withholding of foreign 
intelligence or counter-intelligence 
information the disclosure of which is 
specifically prohibited by law or by 
Executive order, 

(4) Activities prohibited by any civil 
service law, rule, or regulation, including 
partisan political intrusion in personnel 
decisionmaking, except when the 
Special Counsel determines that the 
allegation may be resolved more 
appropriately under an administrative 
appeals procedure; and 

(5) Involvement by any employee in 
any prohibited discrimination found by 
any court or appropriate administrative 
authority to have occurred in the course 
of any personnel action, except when 
the Special Counsel determines that 
such allegation may be resolved more 
appropriately under an administrative 
appeals procedure. (5 U.S.C 1206(e)). 


§ 1251.2 Deferral to administrative 
appeals procedures. 

Section 1206(e)(2) of title 5, United 
States Code, provides that the Special 
Counsel shall make no investigation of 
allegations described in § 1251.2(b)(4) or 
(5) of this part, if he determines that the 
matter may be resolved more 
appropriately under an administrative 
appeals procedure. The Special Counsel 
generally will not initiate an 
investigation in the following 
circumstances; 

(a) The employee has a pending 
appeal on the same matter before the 
Merit Systems Protection Board, the 
Office of Personnel Management, the 
Equal Employment Opportunity 
Commission, or the Federal Labor 
Relations Authority, or a pending 
grievance under a formal agency or 
negotiated grievance proceeding, unless 
there is sufficient evidence submitted 
with the complaint to the Special 
Counsel to indicate the matter is not 
being properly processed. 

(b) An administrative appeal 
proceeding has been completed, unless 
there is sufficient evidence submitted 
with the complaint to the Special 
Counsel to indicate the matter was not 
properly processed. 

(c) An administrative proceeding was 
available to the complainant but the 
complainant did not file a timely appeal 
or otherwise failed to pursue the matter. 

(d) The complainant alleges a 
violation of law, rule, or regulation in 
connection with a promotion action, 
particularly complaints of nonselection 
or general charges of “preselection”, 
when the information submitted with 
the complaint to the Special Counsel 
does not evidence any prohibited 
personnel practice, as defined in 

§ 1250.3 of this subchapter. In such 
circumstances the complainant should 
utilize the agency or negotiated 
grievance procedure if the matter is 
grievable. 

§ 1251.3 Investigative policy In 
discrimination complaints. 

The Special Counsel is authorized to 
investigate allegations of discrimination 
prohibited by law, as defined in 
§ 1250.3(b)(1) of this subchapter. Since 
procedures for investigating 
discrmination complaints have already 
been established in the agencies and the 
Equal Employment Opportunity 
Commission, the Special Counsel will 
normally avoid duplicating those 
procedures and will defer to those 
procedures rather than initiating an 
independent investigation. However, the 
Special Counsel will— 

(a) Assert independent investigative 
jurisdiction in those circumstances 
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where it appears that the agency is not 
processing the complaint consistent with 
provisions of applicable statutes and 
regulations; and 

(b) Monitor agency and EEOC 
processing of discrimination complaints, 
in cases where he determines this to be 
necessary or appropriate. 

§ 1251.4 Closing cases and terminating 
investigations. 

(a) The Special Counsel will notify the 
complainant of the closing of the case 
and the reasons therefore, when the 
matter complained of is not within the 
investigative jurisdiction of the Special 
Counsel. 

(b) The Special Counsel will notify the 
complainant of the termination of any 
investigation under this part and the 
reasons therefore, and any action taken 
by the Special Counsel on the allegation. 

§ 1251.5 Actions on results of 
investigations. 

(a) If the Special Counsel determines 
that there are reasonable grounds to 
believe that a prohibited personnel 
practice, as defined in § 1250.3 of this 
subchapter, has occurred, exists, or is to 
be taken, which requires corrective 
action, he reports his determinations, 
findings and recommendations to the 
agency, the Merit Systems Protection 
Board, and the Office of Personnel 
Management, and may report such 
finding to the President (5 U.S.C. 
1206(c)(1)). If the agency involved fails 
to take the action recommended within 

a reasonable period’, the Special Counsel 
may request the Board to consider the 
matter pursuant to 5 U.S.C. 1206(c)(1)(B). 

(b) If the Special Counsel has 
reasonable cause to believe any other 
violation of any law, rule or regulation 
has occurred (;.e., violations other than 
or in addition to a prohibited personnel 
practice), he is required to report this to 
the agency head concerned and to 
require, within 30 days, a certificate by 
the agency head which states that (1) 
the agency head has personally 
reviewed the report of the Special 
Counsel, (2) what action has been, or is 
to be taken, and (3) when the action will 
be completed (5 U.S.C. 1206(c)(3)). 
Agency head certifications are included 
in the public list, provided for in § 1260.1 
of this subchapter. 

(c) When the investigation indicates 
that disciplinary action against any 
employee to investigations is warranted, 
the Special Counsel may file a 
complaint, together with a statement of 
supporting facts with the Merit Systems 
Protection Board. The complaint and 
statement of supporting facts shall be 
served on the employee at the same time 
it is filed with the Board. Additionally, 


in the case of violations of provisions of 
Chapter 15 of title 5, United States Code 
(political activity of certain State and 
local officers and employees), the 
complaint, including the statement of 
supporting facts, shall be served on the 
State or local agency as well as the 
officer or employee (5 U.S.C. 1206(g)). 

(d) In the case of a complaint for 
disciplinary action against an employee 
in a confidential, policy-making, policy¬ 
determining, or policy-advocating 
position appointed by the President by 
and with the advice and consent of the 
Senate (other than an individual in the 
Foreign Service of the United States), 
the Special Counsel shall submit the 
complaint including a statement of 
supporting facts and the employee's 
response to the complaint to the 
President for appropriate action in lieu 
of presenting the complaint before the 
Merit Systems Protection Board. (5 
U.S.C. 1206(g)). 

(e) When the Special Counsel believes 
that there is in an agency a pattern of 
prohibited personnel practices not 
otherwise appealable to the Merit 
Systems Protection Board under any 
law, rule or regulation, the Special 
Counsel may file a complaint with the 
Board against the agency involved to 
obtain an order for appropriate 
corrective action. (5 U.S.C. 1206(h)). 

(f) If, in connection with any 
investigation under this part, the Special 
Counsel determines that there is 
reasonable cause to believe that a 
criminal violation by an employee has 
occurred, he shall report the 
determination to the Attorney General 
and to the head of the agency involved, 
and shall submit a copy of the report to 
the Director of the Office of Personnel 
Management and the Director of the 
Office of Management and Budget. The 
referral of an alleged cirminal violation 
to the Attorney General shall not 
preclude the Special Counsel from 
conducting any investigation or 
proceeding concerning prohibited 
personnel practices instituted under this 
part. (5 U.S.C. 1206(c)(2)). 

PART 1252—DISCLOSURES OF 
INFORMATION (WHISTLEBLOWING) 

Sec. 

1252.1 Applicability. 

1252.2 Referral to agency heads under 5 
U.S.C. 1206(b)(3); reports from agency 
heads. 

1252.3 Referral to agency heads under 5 
U.S.C. 1206(b)(7). 

1252.4 Failure of agency head to file report. 

1252.5 Review of agency report. 

1252.6 Foreign intelligence or 
counterintelligency information. 


§ 1252.1 Applicability. 

This part applies to disclosures of 
information not specifically required by 
law or Executive order to be kept secret 
in the interest of national defense or the 
conduct of foreign affairs, which the 
discloser reasonably believes evidences 
a violation of any law, rule or regulation, 
or mismanagement, a gross waste of 
funds, an abuse of authority, or a 
substantial and specific danger to the 
public health or safety. 

§ 1252.2 Referral to agency heads under 5 
U.S.C. 1206(b)(3); reports from agency 
heads. 

(a) If after review of the information 
received under this part the Special 
Counsel determines that there is a 
substantial likelihood that the 
information discloses a violation of any 
law, rule or regulation, or 
mismanagement, gross waste of funds, 
abuse of authority, or a substantial and 
specific danger to the public health or 
safety, he may, if the information was 
transmitted to the him by an employee 
or former employee or applicant for 
employment in the agency which the 
information concerns, or by an 
employee who obtained the information 
in connection with the performance of 
his duties and responsibilities, require 
the head of the agency to conduct an 
investigation of the information and any 
related matters and to submit to the 
Special Counsel a written report setting 
forth the Findings of the head of the 
agency. 

(b) Any report required by the Special 
Counsel under this section shall be 
submitted within sixty (60) calendar 
days after the date on which the Special 
Counsel transmitted the information to 
the head of the agency, or within any 
reasonable longer period of time agreed 
to in writing by the Special Counsel or 
designee of the Special Counsel. In the 
event the agency finds that it is unable 
to adequately investigate and report 
within the time limit imposed by the 
statute, the agency shall as soon as 
practicable, but not less than 15 days 
before the date the report is due to the 
Special Counsel, the President, and the 
Congress, submit a written request to 
the Special Counsel specifying the 
additional time required and the reasons 
therefore. 

(c) Any report required under this 
section shall be reviewed and signed by 
the agency head and shall include: (1) A 
summary of the information with respect 
to which the investigation was initiated; 
(2) a description of the conduct of the 
investigation; (3) a summary of any 
evidence obtained from the 
investigation; (4) a listing of any 
violation or apparent violation of any 
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law, rule, or regulation; (5) a description 
of any corrective action taken or 
planned to be taken as a result of the 
investigation, including, but not limited 
to, changes in agency rules, regulations, 
or practices, restoration of any 
aggrieved employee, disciplinary action 
against any employee, and referral to 
the Attorney General of any evidence of 
a criminal violation. 

(d) Any report required under this 
section shall be submitted, by the 
agency head, to the Congress and the 
President, as well as to the Special 
Counsel. 

(e) The Special Counsel will transmit 
a copy of the agency head’s report to the 
party who made the disclosure to the 
Special Counsel, except when the report 
includes evidence of criminal violations 
referred to the Attorney General. 

§ 1252.3 Referral to agency heads under 5 
U.S.C. 1206(b)(7). 

If the Special Counsel does not 
require an investigation by the head of 
the agency, the agency head shall, 
within a reasonable time (but no later 
than 60 days) after the information was 
transmitted to him by the Special 
Counsel, review the information, make 
any inquiry necessary, and inform the 
Special Counsel, in writing, of what 
action has been or is to be taken and 
when such action will be completed. 

The Special Counsel will inform the 
complainant of the report of the agency 
head. 

§ 1252.4 Failure of agency head to file 
report pursuant to § 1252.2. 

Whenever the Special Counsel does 
not receive a required report from an 
agency head within the time specified in 
the letter of referral, the Special Counsel 
may transmit a copy of the information 
which he sent to the agency head to the 
President and to the Congress, together 
with a statement noting the failure of the 
agency head to file the required report. 

§ 1252.5 Review of agency report 

Upon receipt of any report of the head 
of an agency under §1253.2, the Special 
Counsel shall review the report and 
determine whether the Findings of the 
head of the agency appear reasonable 
and whether the agency’s report 
contains the information required. 

§ 1252.6 Foreign Intelligence or 
counterintelligence information. 

Any disclosure under this part 
involving foreign intelligence or 
counterintelligence information, the 
disclosure of which is specifically 
prohibited by law or Executive order, 
shall be transmitted by the Special 
Counsel to the Permanept Select 
Committee on Intelligence of the House 


of Representatives and the Select 
Committee on Intelligence of the Senate. 

PART 1253—FILING OF COMPLAINTS 
AND ALLEGATIONS 

Sec. 

1253.1 Place of Filing. 

1253.2 Form and content. 

1253.3 Withdrawal of complaint. 

1253.4 Request for stay of personnel action. 

1253.5 Disclosure of identity of complainant 
or whistleblower. 

§ 1253.1 Place of filing. v 

All complaints, allegations, and 
information under this subchapter shall 
be submitted to the Office of the Special 
Counsel, Merit Systems Protection 
Board, 1717 H Street, NW, Washington, 
DC 20419. 

§ 1253.2 Form and content. 

(a) Complaints, allegations and 
information may be submitted in any 
written form, but should include: 

(1) The name and mailing address of 
the complainant of whistleblower, 
unless the matter is submitted 
anonymously; 

(2) The department or agency, location 
and organizational unit complained 
about; 

(3) A concise description of the 
actions complained about, names and 
positions of employees who took these 
actions, if known to the complainant, 
and dates, preferably in chronological 
order, together with any documentary 
evidence to the complainant; 

(4) In the case of any allegation of a 
prohibited personnel practice, the 
personnel action, as defined in section 
1250.3. that has been taken or is 
proposed to be taken; 

(5) In the case of reprisal for 
disclosure of information by a 
whistleblower, the information believed 
to evidence violation of law, rule, or 
regulation, mismanagement, gross waste 
of funds, abuse of authority, or 
substantial and specific danger to public 
health or safety and when, to whom, 
and how or in what form it was 
disclosed; 

(6) In the case of reprisal for 
exercising appeal rights, the action or 
specific matter that was appealed or 
grieved, the procedure involved, dates, 
and name of official or officer appealed 
to. and decision on or status of the 
appeal. 

(7) A statement as to whether or not 
the complainant consents to the Special 
Counsel revealing the complainant’s 
identity to the agency. 

(b) If the complainant or 
whistleblower does not furnish 
sufficient information, the Secial 
Counsel may request the complainant to 
do so before acting on the complaint. 


§ 1253.3 Withdrawl of complaint. 

A complaint may be withdrawn at 
any time. However, the Special Counsel 
may conduct an investigation in the 
absence of a complaint and withdrawal 
of a complaint does not necessarily 
result in termination of the investigation. 

§ 1253.4 Request for stay of personnel 
action. 

(a) A request for a stay of personnel 
action should be submitted to the 
Special Counsel as early as possible and 
should include: 

(1) any available documentary 
evidence of the personnel action taken 
or to be taken: and 

(2) a chronology of facts evidencing a 
prohibited personnel practice, as 
defined in § 1250.3 of this subchapter, 
has occurred or is to be taken. 

(b) If possible, the facts supporting a 
request for a stay of personnel action 
should be sworn to or affirmed by the 
complainant. 

§ 1253.5 Disclosure of identify of 
complainant or whistleblower. 

(a) The identity of any complainant or 
whistleblower may not be disclosed 
without his consent, unless the Special 
Counsel determines that the disclosure 
of the identify is necessary in order to 
carry out his functions. 

(b) The Special Counsel will 
determine to disclose the identity of a 
comlainant or whistleblower without 
express consent only if: 

fl) it is clear from the submissions of 
the complainant or whistleblower that 
his identity has already been disclosed 
with respect to the matter complained of 
[e.g. where the party has filed a 
grievance, complaint, or appeal on the 
matter or reported the matter to the 
agency inspector general or equivalent 
official without anonymity), or 
(2) immediate action by the Special 
Counsel is necessary and there is not 
sufficient time to secure express consent 
to disclose identity. In such cases, the 
complainant or whistleblower will be 
notified of the disclosure immediately. 

PART 1254—PROSECUTIONS 

Cn/« 

OvVh 

1254.1 Complaint. 

1254.2 Stay of personnel actions. 

1254.3 Enforcement of board decisions. 

1254.4 petition for withholding order. 

1254.5 Hearings on complaints filed by the 
Special Counsel. 

1254.6 Dismissal by the Special Counsel. 

§ 1254.1 ComplainL 

The Special Counsel is authorized to 
file with the Merit Systems Protection 
Board, a complaint for disciplinary 
action against an employee, specifying 
the law, rule, or regulation violated* 
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together with a statement of supporting 
facts. The rights of employees against 
whom complaints are filed are set forth 
in the Board’s regulations (5 CFR 
1201.124). 

§ 1254.2 Stay of personnel actions. 

(a) The Special Counsel may request 
any member of the Board to order a stay 
of any personnel action for 15 calendar 
days if the Special Counsel determines 
that there are reasonable grounds to 
believe that the personnel action was 
taken, or is to be taken, as a result of a 
prohibited personnel practice. Where 
administratively practicable, the petition 
for stay shall be served upon the agency 
official or office which has taken or is 
taking the personnel action. The stay 
shall be effective on order of the Board 
member or on the fourth calendar day 
(excluding Saturdays. Sundays, and 
legal holidays) following submission of 
the petition to the Board member 
provided the Board member does not 
deny the stay within three calendar 
days of submittal. 

(b) The Special Counsel may request 
any member of the Board to extend the 
period of any stay for a period of not 
more than 30 calendar days. 

(c) The Special Counsel may request 
the Board to order a further extension of 
the stay for such period as the Board 
considers appropriate. 

(d) Generally, the Special Counsel will 
not seek a stay if the taking of or failure 
to take the personnel action in question 
does not impose an undue hardship on 
the employee, such as geographic 
dislocation or termination, and can be 
addressed through an available appeals 
procedure. 

§ 1254.3 Enforcement of Board decisions. 

(a) If the Special Counsel determines 
that disciplinary action should be taken 
against an employee for knowing and 
willful refusal or failure to comply with 
an order of the Board, he is authorized 
to file a complaint setting forth the 
substance of the violation charged with 
specificity, including a statement of 
supporting facts, and to file the 

- complaint with the Board. 

(b) The complaint, including the 
statement of supporting facts, must be 
served upon the employee at the same 
time it is filed with the Board. 

§ 1254.4 Petition for withholding order. 

When the Special Counsel determines 
that a State or local agency has failed to 
remove an employee after a decision 
requiring such action by the Merit 
Systems Protection Board under 5 U.S.C. 
1505. or that the employee was 
reemployed within 18 months in a State 
or local agency of the same State, the 


Special Counsel may initiate 
proceedings for a witholding order as 
provided under 5 U.S.C. 1506, by filing a 
petition for a withholding order with an 
administrative law judge designated by 
the Board. 

§ 1254.5 Hearings on complaints filed by 
the Special Counsel. 

Any employee against whom the 
Special Counsel presents a complaint to 
the Merit Systems Protection Board 
shall, pursuant to the regulations of the 
Board, have the right to a reasonable 
time to answer orally and in writing and 
to furnish affidavits and other 
documentary evidence in support of the 
answer, to be represented by an 
attorney or other representative, to a 
hearing before the Board or an 
administrative law judge designated by 
the Board, to have a transcript kept of 
any hearing, to a written decision and 
reasons therefor, and a copy of any final 
order on the complaint. 

§ 1254.6 Dismissal by the Special Counsel 

The Special Counsel or his designee 
may, with leave of the Board or 
administrative law judge, file a 
dismissal of all or part of a complaint at 
any time prior to the close of the hearing 
before the Board or administrative law 
judge. Prosecution by the Special 
Counsel with respect to any of the 
charges so dismissed shall thereupon 
terminate. 

PART 1255—ANCILLARY MATTERS 
Subpart A—Discovery 

Sec. 

1255.1 Subpenas. 

1255.2 Testimony and evidence. 

1255.3 Depositions and interrogatories. 

1255.4 Witness fees. 

Subpart B—Prohibition on Disciplinary 
Action During Pendency of Investigation by 
Special Counsel 

1255.5 Prohibition on Disciplinary Action 
During Pendency of Investigation by 
Special Counsel. 

Subpart C—Advisory Opinions; 

Intervention; Requests to Merit Systems 
Protection Board to Review Office of 
Personnel Management Regulations 

1255.6 Advisory Opinions. 

1255.7 Intervention. 

1255.8 Requests to Merit Systems Protection 
Board to Review Office of Personnel 
Management Regulations. 

Subpart A—Discovery 

§ 1255.1 Subpenas. 

(a) The Special Counsel may issue 
subpenas requiring the attendance and 
testimony of witnesses and the 
production of documentary or other 
evidence from any place in the United 


States or any territory or possession 
thereof, the Commonwealth of Puerto 
Rico, or the District of Columbia. A 
subpena may be served by a 
representative of the Special Counsel, or 
a U.S. Marshal or Deputy Marshal. 

(b) The subpena must be signed by the 
Special Counsel, or by his designee upon 
a specific delegation by the Special 
Counsel. Subpenas may not be signed in 
blank. 

(c) In the case of contumacy or failure 
to obey a subpena issued by the Special 
Counsel or his designee, the Special 
Counsel may request the United States 
District Court for the judicial district in 
which the person to whom the subpena 
is addressed resides, or is served, to 
issue an order requiring such person to 
appear at any designated place to testify 
or to produce documentary or other 
evidence. Upon any failure to obey an 
order of the court granted pursuant to 
the application of the Special Counsel, 
the Special Counsel may request the 
court to hold the person or persons to 
whom the order was directed in 
contempt of court. 

(d) Application to a federal court for 
enforcement of a subpena issued under 
this section may be made by the Special 
Counsel or his designee. 

§ 1255.2 Testimony and evidence. 

(a) Pursuant to Civil Service Rule V (5 
CFR 5.4) all officers and employees in 
the executive branch, or applicants or 
eligibles for positions therein, shall give 
to the Special Counsel, or his authorized 
representative, all information, 
testimony, and documentary evidence in 
regard to matters inquired of arising 
under the laws, rules, and regulations 
administered by the Special Counsel. 

(b) Whenever required by the Special 
Counsel or his authorized 
representative, such persons shall 
subscribe such testimony and make oath 
or affirmation thereto before an officer 
authorized by law to administer oaths. 
Such oath may be administered by any 
officer or employee of the Office of the 
Special Counsel authorized to 
administer such oaths. 

$ 1255.3 Depositions and interrogatories. 

The Special Counsel may order the 
taking of depositions and order 
responses to written interrogatories. 
Depositions shall be taken before an 
officer authorized to administer oaths. 
Reasonable notice shall be given to the 
person to be deposed concerning the 
time, place and subject of the 
deposition. Answers to interrogatories 
shall be served upon the Special 
Counsel or his authorized representative 
within thirty (30) days of the date of 
receipt of the interrogatories unless an 
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extension of time has been granted by 
the Special Counsel or his 
representative. 

§ 1255.4 Witness fees. 

(a) Except as provided in paragraph 
(c) of this section, witness fees and 
mileage allowances shall be paid by the 
party requesting the witness to appear, 
or asking for and receiving a subpena 
requiring the attendance of a witness or 
the production of documents or other 
materials, and shall be tendered to the 
witness or person who is directed to 
produce documents or other materials 
along with the subpena. or, if the 
witness appears voluntarily, at the time 
of appearance. When the witness is 
subpenaed or appears at the request of 
the United States or an officer or agency 
thereof, fees and mileage need not be 
tendered with the subpena or prior to 
the appearance of the witness or 
production of evidence; payment shall 
be made by the agency on whose behalf 
the witness appeared or was subpenaed, 
upon the certificate of the Special 
Counsel or his designee that the witness 
appeared or produced documents or 
other evidence. 

(b) Witness fees and mileage 
allowances payable under this section 
shall be the same as those paid 
subpenaed witness in the courts of the 
United States, as set forth in section 
1821 of title 28, United States Code. 

(c) Employees of the Federal 
Government who appear voluntarily or 
pursuant to subpena and who appear in 
official duty status shall not be entitled 
to any witness fees or mileage 
allowance (other than that to which they 
are entitled under the Federal Travel 
Regulations). All costs relating to 
federal employee witnesses shall be 
paid by the agency against whom the 
complaint or allegation is filed. 

Subpart B—Prohibition on Disciplinary 
Action During Pendency of 
Investigation by Special Counsel 

§ 1255.5 Prohibition on disciplinary action 
during pendency of investigation by 
Special Counsel. 

During any investigation initiated by 
the Special Counsel, no disciplinary 
action shall be taken against any 
employee for any alleged prohibited 
activity under investigation or for any 
related activity, without the express 
approval of the Special Counsel. 


Subpart C—Advisory Opinions; 
Intervention; Requests to Merit 
Systems Protection Board to Review 
of Office of Personnel Management 
Regulations 

§ 1255.6 Advisory opinions. 

The Special Counsel is not authorized 
to issue any advisory opinion 
concerning any law, rule, or regulation 
(other than an advisory opinion 
concerning chapter 15 of title 5, U.S. 
Code, dealing with political activity of 
State and local officers and employees, 
or subchapter III of chapter 73 of title 5, 
United States Code, dealing with 
political activity of Federal officers and 
employees). 

§ 1255.7 Intervention. 

The Special Counsel may intervene or 
otherwise participate in any proceeding 
before the Merit Systems Protection 
Board. 

§ 1255.8 Request to the Merit Systems 
Protection Board to review Office of 
Personnel Management regulations. 

The Special Counsel may file a 
written complaint with the Merit 
Systems Protection Board, requesting 
the Board to review the validity of any 
provision of any rule, or regulation 
issued by the Director of the Office of 
Personnel Management. Such complaint 
shall specify the manner in which 
application of specific provisions of the 
rule or regulation has resulted or will 
result in causing any employee or 
agency to take a prohibited personnel 
practice. 

PARTS 1256 THROUGH 1259 
[RESERVED] 

PART 1260—PUBLIC INFORMATION 

Sec. 

1260.1 Public list. 

1260.2 Freedom of Information Act policy. 

1260.3 Procedures for obtaining records. 

1260.4 Service charge for information. 

1260.5 Appeals. 

1260.6 Disclosures by authorized officials. 

§ 1260.1 Public list. 

A public list of certain noncriminal 
whistleblower allegations and Special 
Counsel findings of violations of law. 
rule, or regulation, together with reports 
and certifications by heads of agencies, 
pursuant to 5 U.S.C. 1206(b)(3) and (c), is 
available to the public between 8:30 a.m. 
and 5:00 p.m., weekdays (except legal 
holidays) in the Office of the Special 
Counsel, Room 215,1717 H Street, NW„ 
Washington, D.C. 20419, 


§ 1260.2 Freedom of Information Act 
policy. 

Upon receipt by the Office of the 
Special Counsel of a request for agency 
records under the Freedom of 
Information Act (5 U.S.C. 552) that are 
reasonably described, the records shall 
be provided promptly unless it is 
determined that one or more of the 
exemptions under subsection (b) of that 
Act should be applied to withhold the 
records. See Appendix I, Disclosure 
Policy of the Office of the Special 
Counsel. 

§ 1260.3 Procedures for obtaining 
records. 

Requests for records may be made in 
person or in writing and, except in 
unusual circumstances, a determination 
shall be made on a request within 10 
days (excluding Saturdays. Sundays, 
and legal holidays), Requests in writing 
should be addressed to the Office of the 
Special Counsel, 1717 H Street, NW., 
Washington, D.C. 20419. Requests in 
person may be made by appearing at 
that address during business hours on a 
regular business day. Requests in 
writing should be clearly and 
prominently marked “Freedom of 
Information Act Request”. 

§ 1260.4 Service charge for information. 

(a) Requests for records of the Office 
of the Special Counsel are subject to the 
following fees for search and 
duplication: 

Photocopies, per page. $0.10. 

Manual record search, $5.00 per hour. 

Where copies of records have already 
been made available to an individual in 
the course of agency proceedings or 
otherwise, the cost of photocopies to 
that individual or his representative 
shall be fifteen (15) cents per page. Fees 
for search and duplication of automated 
records shall be provided upon request. 

(b) Requests that do not specify that 
whatever fees are involved shall be 
acceptable or acceptable up to a 
designated amount will be deemed not 
received for purposes of the time limits 
for a determination until the requester, 
after being promptly notified of the 
anticipated fees, agrees to payment. 

(c) When the anticipated fees exceed 
fifty ($50.00) dollars, a deposit of twenty 
(20%) percent of that amount must be 
made within thirty (30) days after the 
requester is so advised. Records will not 
be released until the deposit is received. 

§ 1260.5 Appeals. 

Any denial, in whole or in part, of a 
request for records of the Office of the 
Special Counsel may be appealed to the 
Special Counsel or his designee. The 
appeal shall be in writing and addressed 
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to the Special Counsel at 1717 H Street. 
NW.. Washington, D.C. 20419. Except in 
unusual circumstances, the Special 
Counsel or his designee shall make a 
determination on the appeal within 
twenty (20) days (excluding Saturdays, 
Sundays, and legal holidays) after it is 
received. When a request is denied on 
appeal, the requester shall be advised of 
his right to seek judicial review. 

§ 1260.6 Disclosures by authorized 
official. 

No employee or former employee of 
the Office of the Special Counsel shall, 
in response to a demand of a court or 
other authority, produce or disclosure 
any information or records acquired as 
part of the performance of his official 
duties or because of his official status 
without the prior approval of the 
appropriate offical of the Office of the 
Special Counsel. This section does not 
apply in cases where the Government is 
a party. 

PART 1261—PRIVACY 

Sec. 

1261.1 Records maintained on individuals. 

1261.2 Access to records and identification. 

1261.3 Medical records. 

1261.4 Requests for amendment of records. 

1261.5 Appeals. 

1261.6 Exemptions. 

Appendix I—Disclosure Policy of the Office 
of the Special Counsel. 

Authority: 5 U.S.C. 522a. 

§ 1261.1 Records maintained on 
individuals. 

Information on individuals that are 
maintained in any group or system of 
records by the Office of the Special 
Counsel and which are retrieved by the 
name of the individual or some 
identifying particular assigned to the 
individual, is subject to the Privacy Act 
(5 U.S.C. 552a). The terms used in this 
part that are defined in that section shall 
have the meanings set forth therein. 

§ 1261.2 Access to records and 
identification. 

(a) Individuals may request access to 
records pertaining to them that are 
maintained as described in section 
1261.1 by addressing an inquiry to the 
Office of the Special Counsel either by 
mail or by appearing in person at the 
offices of the Special Counsel at 1717 H 
Street, NW., Washington, D.C. 20419. 
during business hours on a regular 
business day. Requests in writing should 
be clearly and prominently marked 
“Privacy Act Request". Requests for 
copies of records shall be subject to 
duplication fees set forth in $ 1260.4 of 
this subchapter. 

(b) Individuals making a request in 
person shall be required to present 


satisfactory proof of identity, preferably 
a document bearing the individual’s 
photograph. Requests by mail or 
submitted other than in person should 
contain sufficient information to enable 
the Office of the Special Counsel to 
determine that the requester and the 
subject of the record are one and the 
same. To assist in this process, 
individuals should submit their name 
and address, date and place of birth, 
social security number, and any other 
known identifying information such as 
an agency file number or identification 
number and a description of the 
circumstances under which the records 
were compiled. 

§ 1261.3 Medical records. 

When a request for access involves 
medical records that are not otherwise 
exempt from disclosure, the requesting 
individual may be advised, if it is 
deemed necessary, that the records will 
be provided only to a physician 
designated in writing by the individual. 
Upon receipt of the designation, the 
physician will be permitted to review 
the records or to receive copies by mail 
upon proper verification of identity. 

§ 1261.4 Requests for amendment of 
records. 

Individuals may request amendment 
of records pertaining to them that are 
subject to this part. Requests should be 
addressed, in writing, to the Special 
Counsel and be clearly and prominently 
marked "Privacy Act Request". 

Requests for amendment should include 
identification of the records together 
with a statement of the basi9 for the 
requested amendment and all available 
supporting documents and materials. 
Requests for amendment shall be 
acknowledged not later than ten (10) 
days (excluding Saturdays. Sundays, 
and legal holidays) after receipt and a 
determination on the request shall be 
made promptly. 

§ 1261.5 Appeals. 

When a request for access or 
amendment has been denied, a written 
appeal may be submitted to the Special 
Counsel or his designee. A final 
determination on the appeal shall be 
issued within thirty (30) days (excluding 
Saturdays, Sundays, and legal holidays) 
after receipt. Where unusual 
circumstances prevent a determination 
within that time period, the time for a 
determination may be extended an 
additional thirty (30) working days after 
the requesting individual has been 
advised in writing of the reasons for the 
extension and the estimated date a 
determination will be made. Where the 
final determination denies a request for 


amendment, the requesting individual 
shall be notified of his right to file a 
concise statement of reasons for 
disagreeing with the final determination. 
A copy of the statement shall be 
appended to the disputed record and 
provided to persons to whom the record 
is disclosed and to prior known 
recipients of the record. The Office of 
the Special Counsel may also attach to 
the statement a concise account of its 
reasons for not making the amendments 
requested. The final determination shall 
contain a notice of the right to judicial 
review. 

§ 1261.6 Exemptions. 

The Office of the Special Counsel may 
claim exemptions from the provisions of 
the Privacy Act at subsections (c)(3) and 
(d) as permitted by subsection (k) for 
records subject to the Act that fall 
within the category of investigatory 
material described in paragraphs (2) and 
(5) and testing or examination material 
described in paragraph (6) of that 
subsection. The exemptions for 
investigatory material are necessary to 
prevent frustration of inquiries into 
allegations of prohibited personnel 
practices or political activity and to 
protect identities of confidential sources 
. of information. The exemption for 
testing or examination material is 
necessary to prevent the disclosure of 
information which would potentially 
give an individual an unfair competitive 
advantage or diminish the utility of 
established examination procedures. 

The Office of the Special Counsel also 
reserves the right to assert exemptions 
for records received from another 
agency that could be properly claimed 
by that agency in responding to a 
request and the Office of the Special 
Counsel may refuse access to 
information compiled in reasonable 
anticipation of a civil action or 
proceeding. 

PARTS 1262 THROUGH 1269 
(RESERVED) 

Appendix I to Part 1261.—Disclosure Policy 
of the Office of the Special Counsel. 

A. Genera! Statement of Policy. The 
purpose of this statement is to express the 
policies of the Office of the Special Counsel 
regarding the disclosure of information about 
cases handled by the office in order to both 
protect the rights of individuals involved and 
meet the legitimate informational needs of 
the public through responsible disclosure. 

The Office of the Special Counsel has 
broad statutory authority to receive and 
investigate allegations of prohibited 
personnel practices and certain disclosures of 
information (“whistleblowing”). To carry out 
these responsibilities, the identity of persons 
who provide information and cooperate 
during an investigation must be protected. 
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Unless the Special Counsel can be assured of 
8 free flow of information from complainants, 
witnesses, and agencies, the investigative 
and enforcement functions of the Office of 
the Special Counsel cannot be discharged in 
an effective and timely manner. If 
complainants and witnesses are subjected to 
reprisal, intimidation, or coercion, they may 
refuse to come forward with complaints and 
be hesitant to cooperate. 

In the same vein, unless agency 
management officials feel confident that they 
will not be subjected to embarrassment and 
unfair publicity based on unwarranted 
disclosure of complaints and charges, 
cooperation from agencies may be limited to 
only that required by law. 

At the same time, complainants and the 
Congress, as well as interested members of 
the public and press, should be kept fully 
informed about activities of the Special 
Counsel and the disposition of matters 
brought to his attention. The legislation 
creating the Office of the Special Counsel 
contains specific statutory mechanisms for 
disclosure of information to Congress, 
complainants, and the public. The legislation 
also contains restrictions on disclosure of 
information. 

Where there appears to be a conflict 
between the enabling legislation of the Office 
of the Special Counsel and other statutes 
governing disclosure and nondisclosure of 
information, it shall be the policy of the 
Special Counsel to favor the former where 
such an interpretation is necessary to carry 
out its investigative and enforcement 
functions absent a well-defined and 
overriding public interest. 

B. Protecting the Identity of Complainants . 
The Special Counsel is precluded from 
disclosing the identity of a complainant 
without his consent unless it is determined 
that disclosure is necessary in order to carry 
out the Special Counsel’s functions. Where 
circumstances surrounding an investigation 
create a likelihood that the identity of the 
complainant may become known, the Special 
Counsel will weight the public interest in 
proceeding with the investigation (based on 
the seriousness of the charges involved and 
the likelihood of obtaining corrective action) 
against the possibility of harm to the 
complainant arising from disclosure of his 
identity. Except where it would jeopardize 
the likelihood of success in investigation and 
enforcement, the complainant will be notified 
when disclosure of the complainant’s identity 
appears imminent. 

C. Protecting the identity of Witnesses. It 
shall be the policy of the Special Counsel to 
protect the identity of witnesses and sources 
of information who cooperate during an 
investigation. However, witnesses who 
provide affidavits or sworn statements will 
ordinarily be advised that the affidavit or 
statement is given without a pledge of 
confidentiality to the extent that it may be 
used in a proceeding or for official action 
arising from the investigation. Agency 
officials and other interested persons shall 
not, as a matter of right, be given access to 
statements of witnesses or information from 
sources collected by the Special Counsel 
during an investigation. 

D. Protecting the Privacy of Persons 
Named in an Investigation. While an 


Investigation is pending, disclosure of the 
identity of persons who are being 
investigated shall be limited to disclosures 
necessary to proceed with the investigation. 
When an investigation has been terminated, 
disclosure of information that would reveal 
the identity of persons associated with the 
investigation will be based on a 
determination of how the public interest 
would be served by disclosure when 
balanced against the invasion of personal 
privacy involved. Unless and until an agency 
official or employee is formally charged with 
a violation, the focus of the investigation, for 
disclosure purposes, shall be on prohibited 
personnel practices or violations of law of the 
agency concerned. The identity of a person 
together with the nature of the charges will 
be revealed when he is made the subject of a 
written complaint by the Special Counsel or 
an agency charging violations of law or 
prohibited personnel practices. 

E. Access to Information by the 
Complainant. The Special Counsel will take 
reasonable steps to assure that a complainant 
is advised of the status of an investigation 
and is given the opportunity to provide 
information relevant to the investigation. 
When an investigation is terminated by the 
Special Counsel, the complainant whose 
allegation led to the investigation will be 
advised in writing why the investigation was 
terminated and the reasons for termination. 
Where the information provided results in an 
agency report at the direction of the Special 
Counsel, the report will be transmitted to the 
complainant, except when it contains 
evidence of a criminal violation or when 
disclosure of the information involved is 
specifically prohibited by law. 

If the information provided by the 
complainant evidences a violation and the 
Special Counsel transmits the information to 
the agency head but does not require an 
investigation, the Special Counsel will inform 
the complainant in writing of the matters 
reported by the agency head. 

F. Access to Information by Employees 
Subjected to Disciplinary Action. When the 
Special Counsel determines that disciplinary 
action should be taken against any employee 
and has prepared and presented a complaint 
against the employee together with a 
statement of supporting facts to the employee 
and the Merit Systems Protection Board, the 
employee shall be entitled to review the 
documents and records relied upon to 
support the disciplinary action. 

Access to the identity of a complainant or 
sources of information consulted during the 
investigation leading to the disciplinary 
action will not routinely be made available. 
Where the circumstances surrounding the 
proposal for disciplinary action and the 
information relied upon to support the 
complaint make it apparent that the 
employee should be entitled to such 
information as a matter of due process, 
access to the identity of the complainant or 
sources of information will be granted, as 
necessary, to meet this standard after the 
complaint against the employee is served on 
the employee and Merit Systems Protection 
Board. 

G. Disclosure of Information to Congress. 

By statute, when the Special Counsel requires 


an agency to conduct ark investigation and 
submit a written report within 60 days after a 
determination that there is a substantial 
likelihood of prohibited matters within its 
authority, the report shall be submitted to the 
Congress, to the President, and to the Special 
Counsel for transmittal to the complainant. 

Agencies that are directed to submit a 
report under this authority shall transmit the 
report directly to the President of the Senate 
and the Speaker of the House of 
Representatives to sastisfy the reporting 
requirement to Congress. 

When any Member of Congress requests 
access to records or reports prepared by the 
Office of the Special Counsel or at its 
direction, and disclosure is not prohibited by 
law or Executive order, the records or reports 
requested, depending on the source of the 
request, shall be transmitted to the oversight 
committee for the Office of the Special 
Counsel in the House of Representatives or 
the oversight committee for the Office of the 
Special Counsel in the Senate, to be 
transmitted to the Member. 

H. Disclosure of Information Pertaining to 
a Pending Investigation. While an 
investigation is pending, the Special Counsel 
will disclose the following information to a 
member of the public, generally only upon a 
written request, except where to do so would 
interfere with enforcement proceedings, 
constitute an unwarranted invasion of 
personal privacy or disclose the identity of 
the complainant: 

(1) Confirmation that an investigation of 
the matter described by the requester is 
pending, including the name and location of 
the agency or agencies involved; 

(2) The nature of the matters under 
investigation; 

(3) A description of any formal action 
taken by the Special Counsel. 

Generally, any request for access to 
records or documents pertaining to an 
investigation will be denied while the 
investigation is pending. 

I. Public Disclosure of Noncriminal 
Matters. In the public interest, the Office of 
the Special Counsel has statutory authority to 
make available to the public a list of 
noncriminal matters referred to heads of 
agencies together with the reports and 
certifications by heads of agencies specified 
by statute. 

The list available to the public shall 
contain the following information in 
chronoligical sequence: 

(1) The nature of the matter 

(2) The name and location of the agency 
involved; 

(3) The disposition of the matter, including 
a description of any corrective action 
ordered; 

(4) The names and position titles of any 
agency officals or employees disciplined by 
adverse action or by action of the Special 
Counsel, together with the nature of the 
action arising from the matter. 

The information contained in the list 
together with any related reports or 
certifications shall be made available within 
10 calendar days after final action by the 
Special Counsel in the matter. 

). Control of Records. Records, reports and 
related materials prepared by or submitted to 
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the Office of the Special Counsel shall be 
subject to the exclusive control of the Office 
of the Special Counsel for purposes of 
disclosure. Any request for access to such 
records or reports shall be referred to the 

Special Counsel. When the request for access 
to reports or records prepared by agencies 
involves information that may be lawfully 
protected from disclosure, the Special 

Counsel will, where practicable, consult with 
the agency involved. Requests for access to 
reports or records of an agency in the custody 
of the Office of the Special Counsel, but not 
under its control as described above, shall be 
referred to the agency concerned. 

Dated: August 17.1979. 

H. Patrick Swygert, 

Special Counsel. Merit Systems Protection 

Board. 
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FEDERAL TRADE COMMISSION 

16 CFR PART 436 

Disclosure Requirements and 
Prohibitions Concerning Franchising 
and Business Opportunity Ventures; 
Promulgation of Final Interpretive 
Guides 

AGENCY: Federal Trade Commission. 
action: Promulgation of final 
interpretive guides for Trade Regulation 
Rule on Disclosure Requirements and 
Prohibitions Concerning Franchising and 
Business Opportunity Ventures. 

SUMMARY: On December 21,1978 the 
Commission published proposed 
interpretive guides to its Franchising 
and Business Opportunities trade 
regulation rule and invited public 
comment on the proposed guides [43 FR 
59614]. After reviewing the public 
comment, the Commission now 
promulgates final guides to accompany 
the rule. 

effective date: The effective date of 
the rule to which these guides 
correspond is October 21,1979. 

FOR FURTHER INFORMATION CONTACT. 

John M. Tifford, Federal Trade 
Commission. Pennsylvania Ave. and 
Sixth Street, N.W.. Washington, D.C. 
20580,202-523-1753. . 


FINAL GUIDES TO THE 
FRANCHISING AND BUSINESS 
OPPORTUNITY VENTURES TRADE 
REGULATION RULE 

Introduction 

These interpretive guides describe the 
provisions of the Federal Trade 
Commission's trade regulation rule 
entitled “Disclosure Requirements and 
Prohibitions Concerning Franchising and 
Business Opportunity Ventures" (“the 
rule") which was promulgated on 
December 21,1978, and is effective 
October 21.1979 (16 C.F.R. § 436). These 
guides neither amend nor modify the 
rule. They have been prepared solely to 
assist franchisors in understanding the 
rule and complying with its obligations. 

In general, the rule addresses the 
problems of nondisclosure and 
misrepresentation which arise when 
prospective franchisees purchase 
franchises without essential and reliable 
information about them. To alleviate 
these problems, the rule requires 
franchisors and franchise brokers to 
furnish prospective franchisees with 
information about the franchisor, the 
franchisor’s business and the terms of 
the franchise agreement in a single 
document (“the Basic Disclosure 
Document"). Additional information 


must be furnished if any claims are 
made about actual or potential earnings 
(“the Earnings Claim Document”). 

Copies of the proposed franchise 
agreements also must be furnished. All 
disclosures must be made at prescribed 
times before any sale is consummated. 

The rule requires disclosure of 
important facts. It does not regulate the 
substantive terms of the franchisor- 
franchisee relationship. It does not 
require registration, approval or the 
Filing of any documents with the Federal 
Trade Commission in connection with 
the sale of franchises. 

These interpretive guides are 
organized into four sections: (I) an 
overview of the rule. (II) a description of 
each disclosure required in the Basic 
Disclosure Document, (III) use of 
earnings claims and (IV) the official text 
of the rule. 

I. An Overview of the Rule 

This section will interpret provisions 
of the rule concerning: (i) what 
transactions are covered, (ii) who is 
obligated to make disclosures and 
entitled to receive disclosures, (iii) when 
disclosures must be made, (iv) when 
state disclosure documents may be 
utilized in lieu of the rule's disclosure 
documents, (v) acts or practices which 
violate the rule and potential liabilities, 
and (vi) miscellaneous definitions. 

A. What Transactions Are Covered 

Two types of continuing commercial 
relationships are defined as a 
“franchise" by the rule: “package and 
product franchises” and “business 
opportunity ventures." The specific 
elements of these relationships are 
described below. The name which the 
parties give to their relationship is not 
relevant in determining whether the 
relationship is within the scope of the 
rule. Thus, a relationship described by 
the parties as a “franchise" will not be 
covered by the rule unless it meets the 
definitional criteria of the rule: 
conversely, a self-described 
“distributorship" will be covered by the 
rule if the definitional elements are 
satisfied. Moreover, the rule covers 
relationships which are represented 
either orally or in writing as having the 
characteristics specified in the rule's 
definition of “franchise" regardless of 
whether the representations are, in fact, 
fulfilled. 

1. Package and Product Franchises 
(§ 436.2(a)(l)(i) and (a)(2)) 

A package franchise adopts the 
business format established by the 
franchisor and identified by the 
franchisor’s trademark. The franchisee’s 
method of operation in producing the 


goods or services sold by him are 
subject to significant controls instituted 
by the franchisor, or, alternatively, the 
franchisor promises to render significant 
assistance to the franchisee in the 
operation of the business. The 
franchisee is required to pay money to 
the franchisor. Examples of package 
franchises include fast food outlets 
(hamburgers, fried chicken, etc.) car 
products or services (car washes, 
transmission centers, rust proofing 
services, etc.) and business aids and 
services (tax preparation services, 
accounting.services, etc.). 

A product franchise distributes goods 
that are produced by the franchisor (or 
under his control or direction) and 
which bear the franchisor’s trademark. 
The product franchisor exercises 
significant control over the franchisee's 
method of operation or, alternatively, 
promises to provide a significant degree 
of assistance in the franchisee's method 
of operation. The franchisee is required 
to pay the franchisor for the right to sell 
• the trademarked goods, either by 
required purchases of equipment, 
supplies, etc., or by paying an initial fee 
for the right to sell the goods. 

Thus, the three elements common to 
package and product franchises covered 
by the rule are (i) distribution of goods 
or services associated with the 
franchisor’s trademark, (ii) significant 
control of, or significant assistance to, 
the franchisee’s method of operation, 
and (iii) required payments by the 
franchisee to the franchisor. The 
Commission’s interpretation of these 
elements is more fully described in the 
following three subsections. 

a. Trademark. This element will be 
satisfied only when the franchisee is 
given the right to distribute goods and 
services which bear the franchisor’s 
trademark, service mark, trade name, 
advertising or other commercial symbol 
(“the mark"). The most common 
instances occur when either the goods 
or services being distributed by the 
franchisee are associated with the 
franchisor’s mark or when (i) the 
franchisee must conform to quality 
standards established by the franchisor 
with respect to the goods or services 
being distributed, and (ii) the franchisee 
operates under a name that includes, in 
whole or in part, the franchisor’s mark. 

The Commission does not intend to 
cover package or product franchises in 
which no mark is involved. If a mark is 
not necessary to a particular distribution 
arrangement, the supplier may avoid 
coverage under the rule by expressly 
prohibiting the use of its mark by the 
distributor. 

b. Significant Control or Assistance. 
The term “significant" relates to the 
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degree to which the franchisee is 
dependent upon the franchisor’s 
superior business expertise—an 
expertise made available to the 
franchisee by virtue of its association 
with the franchisor. The franchisee, in 
order to reduce its business risks or 
enhance its chances for business 
success, relies upon the availability of 
such expertise to avoid business 
mistakes that it otherwise might make. 
The franchisor conveys its expertise 
either by exercising controls over the 
franchisee’s method of operation of the 
business or by furnishing assistance to 
the franchisee in areas relating to the 
franchisee’s method of operation. If the 
controls over or assistance to the 
franchisee's method of operation of the 
business are “significant,” then this 
second element of the rule’s definition is 
met. 

Among the significant types of 
controls over the franchisee’s method of 
operation are those involving (a) site 
approval for unestablished businesses, 
(b) site design or appearance 
requirements, (c) hours of operation, (d) 
production techniques, (e) accounting 
practices, (f) personnel policies and 
practices, (g) promotional campaigns 
requiring franchisee participation or 
financial contribution, (h) restrictions on 
customers, and (i) location or sales area 
restrictions. 

Among the significant types of 
promises of assistance to the 
franchisee’s method of operation are (a) 
formal sales, repair or business training 
programs, (b) establishing accounting 
systems, (c) furnishing management, 
marketing or personnel advice, (d) 
selecting site locations, and (e) 
furnishing a detailed operating manual. 

In addition to the above listed 
elements—the presence of any of which 
would suggest the existence of 
“significant control or assistance”—the 
following additional elements will, to a 
lesser extent, be considered when 
determining whether “significant” 
control or assistance is present in a 
relationship: (a) a requirement that a 
franchisee service or repair a product 
(except warranty work), (b) inventory 
controls, (c) required displays of goods 
and (d) on-the-job assistance in sales or 
repairs. 

The Commission as a matter of policy 
will not consider the following items in 
determining whether “significant” 
control or assistance exists: (a) 
trademark controls designed solely to 
protect the trademark owner’s legal 
ownership rights in the mark under state 
or federal trademark laws (such as 
display of the mark or right of 
inspection), (b) health or safety 
restrictions required by federal or state 
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laws or regulations, (c) agreements 
between a retailer and a trading stamp 
company providing for the distribution 
of trading stamps in connection with 
retail sales of merchandise or service, 

(d) agreements between a bank credit 
interchange organization and retailers or 
member banks for the provision of credit 
cards and credit services, and (e) 
assisting distributors in obtaining 
financing to be able to transact 
business. 

The Commission will not interpret a 
supplier’s assistance in a franchisee’s 
promotional activities as “significant,” 
in the absence of additional forms of 
assistance. This includes assistance in 
furnishing a distributor with point-of- 
sale advertising displays, sales kits, 
product samples and other promotional 
materials intended to assist the 
distributor in making sales. It also 
includes assistance in connection with 
advertising in the media, whether 
provided solely by the franchisor or on a 
cooperative basis with its franchisees. 

The Commission’s interpretation of 
the term “significant” recognizes that 
significance also is a function of the 
degree of reliance which franchisees are 
reasonably likely to place upon the 
controls or assistance. Obviously, 
reliance is likely to be greater in 
circumstances where the franchisee is 
relatively inexperienced in the business 
represented by the franchisor, or where 
the relative financial risk assumed by 
the franchisee in relation to its total 
business is greater [i.e. adding a new 
product line which is intended to 
account for a substantial amount of the 
business’ future sales or income 
compared to a modest amount), or 
where controls or promised assistance 
are unique to one specific franchisor as 
opposed to typical industry practices 
employed by all businesses in the same 
industry. 

Moreover, it should be emphasized 
that in order to be deemed “significant” 
the controls or assistance must be 
related to the franchisee’s entire method 
of operation —not its method of selling a 
specific product or products which 
represent a small part of the franchisee’s 
business. Controls or assistance 
directed to the sale of a specific product 
which have, at most, a marginal effect 
on a franchisee’s method of operating 
the entire business will not be 
considered in determining whether 
control or assistance is “significant.” 

c. Required Payments. The franchisee 
must be required to pay to the franchisor 
(or an affiliate of the franchisor), as a 
condition of obtaining or commencing 
the franchise operation, a sum of at least 
$500 during a period from any time 
before to within six months after 
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commencing operation of the 
franchisee’s business. 

The Commission’s objective in 
interpreting the term “required 
payment” is to capture all sources of 
revenue which the franchisee must pay 
to the franchisor or its affiliate for the 
right to associate with the franchisor 
and market its goods or services. Often, 
required payments are not limited to a 
simple franchise fee, but entail other 
payments which the franchisee is 
required to pay to the franchisor or an 
affiliate, either by contract or by 
practical necessity. Among the forms of 
required payments are initial franchise 
fees as well as those for rent, 
advertising assistance, required 
equipment and supplies—including 
those from third parties where the 
franchisor or its affiliate receives 
payment as a result of such purchases— 
training, security deposits, escrow 
deposits, non-refundable bookkeeping 
charges, promotional literature, 
payments for services of persons to be 
established in business, equipment 
rental, and continuing royalties on sales. 

The payments may be required either 
by contract or by practical necessity. 
Payments required by contract would 
include not only those required by the 
franchise agreement, but also those 
required in any companion contracts 
which the parties may execute, such as 
a real estate lease. Payments made by 
practical necessity include, among 
others, those for equipment which can 
only be obtained, in fact, from the 
franchisor or its affiliate. 

Questions have been raised as to 
where, within the foregoing scheme, fall 
payments for inventory sold at a bona 
fide wholesale price. The Commission 
recognizes that it is, as a practical 
matter, virtually impossible to draw a 
clear line between start-up inventory 
that is purchased at the franchisee’s 
option, and that which is purchased as a 
matter or practical or contractual 
necessity. In order to minimize 
ambiguity in this respect, but consistent 
with the Commission’s objective that 
“required payment” capture all sources 
of hidden franchise fees, the 
Commission will not construe as 
“required payments” any payments 
made by a person at a bona fide 
wholesale price for reasonable amounts 
of merchandise to be used for resale. 

The Commission will construe 
“reasonable amounts” to mean amounts 
not in excess of those which a 
reasonable businessman normally 
would purchase by way of a starting 
inventory or supply or to maintain a 
going inventory or supply. 

Agency relationships in which 
independent agents, compensated by 
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commission, sell goods or services [e.g. 
insurance salespersons) are excluded, 
since there is no “required payment.* 1 

2. Business Opportunity Ventures 
(§ 436.2 (c)(l)(ii) and (a)(2)) 

Business opportunity ventures are 
covered by the rule if each of the 
following three elements is present: 

(1) The franchisee sells goods or services 
supplied by the franchisor or its affiliate, or 
by suppliers with which it is required by the 
franchisor to do business: 

(2) The franchisor secures retairoutlets or 
accounts for the goods or services, or secures 
locations for vending devices or racks, or 
provides the services of a person to do either, 
and 

(3) The franchisee is required to pay the 
franchisor or an affiliated person in order to 
obtain or commence the franchised business. 

The most common types of business 
opportunity ventures are 
distributorships, rack jobbing and 
vending machine routes. In these 
ventures, the franchisor puts the 
franchisee into a business of distributing 
certain goods or services, usually those 
of a well-known third party (such as 
film, juice, pantyhose, etc.), by providing 
or suggesting a supplier for the goods 
and representing that the franchisor will 
establish retail accounts or place 
vending machines or rack displays in • 
suitable locations. In some cases, the 
franchisor obtains the services of 
another person to secure accounts or 
locations. For example, the franchisor 
may represent that he will secure ten 
gasoline stations to be retail outlets for 
automotive after-market products [e.g., 
oil niters, gas additives, etc.) or place 
vending machines in ten locations. The 
franchisee of a business opportunity 
venture is required to pay a fee or 
purchase goods or equipment (such as 
vending machines or display racks) in 
order to participate in the business 
opportunity offered by the franchisor. 
The Commission expects that most 
business opportunity ventures will be 
covered by the rule. 

3. Exemptions and Exclusions (§ 436.2(a) 
(3) and (4)) 

A relationship defined as a 
“franchise” under the rule nevertheless 
may be exempted or excluded from the 
rule’s requirements. The rule exempts 
“fractional franchises,” “leased 
departments,” minimal investments, and 
purely oral agreements, and excludes 
employer-employee and general 
business partnership relationships, 
relationships created by membership in 
a “retailer-owned cooperative,” 
relationships with a testing or 
certification service, and “single” 
license relationships. The Commission's 


interpretation of these terms is 
discussed below. 

a. Fractional Franchise. A “fractional 
franchise” relationship results when an 
established distributor adds a 
franchised product line to its existing 
line of goods. 

The fractional franchise exemption is 
available if two conditions are met. 

The first condition is that the 
franchisee or any of its current directors 
or executive officers has more than 2 
years of prior management experience 
at any time in the past in the business 
represented by the franchise. The 
required experience may be in the same 
business selling competitive goods, or in 
a business that would ordinarily be 
expected to sell the type of goods to be 
distributed under the franchise. For 
example, the experience requirement 
would be met in a franchise for tires, 
batteries and accessories granted to a 
service station dealer, but not by a truck 
rental franchise granted to the dealer. 

The second condition is that the 
parties in good faith anticipated or 
should have anticipated, at the time of 
entering into the franchise agreement, 
that the sales arising from the proposed 
relationship would represent no more 
than 20% of the dollar volume of the 
franchisee's projected gross sales within 
the reasonably foreseeable future. The 
Commission will expect parties invoking 
this exemption to take into account in 
good faith the franchisee’s anticipated 
sales for a period of at least 1 year after 
the franchisee begins selling the goods 
or products involved in the franchise. 

b. Leased Departments. A “leased 
department” is an arrangement in which 
an independent retailer sells its own 
goods and services from premises 
leased from a larger retailer in the larger 
retailer's store. Such arrangements 
usually occur in areas of merchandising 
such as footwear, optometry, tobacco, 
cosmetics and jewelry. This exemption 
is applicable only if the independent 
retailer is not required directly or 
indirectly to purchase its goods or 
services from either the large retailer or 
from suppliers required or approved by 
the large retailer. 

c. Minimal Investments. If the 
payment which the franchisee is 
required to make to the franchisor or an 
affiliate of the franchisor from any time 
before to within six months after 
commencing operation of the franchised 
business is less than $500. then the 
relationship is exempt from coverage 
under the rule. The exemption reflects 
the Commission’s policy determination 
that a significant financial risk on the 
part of the franchisee is a necessary 
element of a franchise. A franchisee 
commences operation when it first 


makes goods or services available for 
sale. A commitment entered into during 
the first six months which requires a 
payment later than six months after 
commencing operation is not counted 
toward the $500 minimum, such as a 
promissory note or that portion of lease 
payments made after six months. 

d. Oral Agreements. The rule exempts 
purely oral relationships which lack any 
written evidence of a material term of 
the franchise relationship or agreement, 
as a matter of policy to avoid problems 
of proof in its enforcement. However, 
the exemption will not be available 
where there is any writing, even if 
unsigned, with respect to a material 
term, such as a purchase invoice for 
goods or equipment. 

e. Employer-Employee and General 
Partner Relationships. Bona fide 
employer-employee relationships and 
relationships among general partners 
are excluded from coverage under the 
rule. 

The Commission will apply the 
traditional test of “right of control” in 
determining whether an employment 
relationship exists, e.g., whether a 
salary or definite sum of money is given 
as consideration for the work, or 
whether the employee can be 
discharged or his employment 
terminated without liability on the part 
of the principal, as well as consider 
whether the “employee” must invest 
money in the business before being 
“hired.” 

All partners must be general partners 
to qualify for the exclusion. The 
Commission will look carefully at those 
“employment” or “partnership” ' 
arrangements which are structured to 
shield the “employer” or “limited 
partner” (franchisor) from liability to the 
disadvantage of the “employee” or 
“general partner” (franchisee). 

f. Cooperative Associations. Two 
types of “cooperative associations” 
qualify for this exclusion: (1) agricultural 
cooperatives authorized by the Capper- 
Volstead Act, 7 U.S.C. § 291, and (2) 
retailer-owned cooperative chains. 
Retailer-owned cooperatives are those 
operated by and for independent 
retailers on a cooperative basis. The 
members must be independent retailers, 
and the organization must furnish 
services or goods primarily to its 
members. The phrase “cooperative 
basis” is adopted from the federal 
income tax statutes (Section 1381 of the 
Internal Revenue Code) and is intended 
to provide a general standard to cover 
the multitude of cooperative 
arrangements. 

g. Certification or Testing Services. 
The rule excludes relationships which 
are created solely by arrangements with 
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bona fide certification or testing 
services, such as that offered by 
Underwriters Laboratory and similar 
organizations. Franchising involves 
distribution of goods or services through 
selected outlets; in contrast, certification 
or testing services authorize use of their 
trademark by all parties meeting their 
standards and willing to pay their fee. 

h. "Single" Trademark Licenses. The 
rule excludes trademark licensing 
arrangements in which a single licensee 
is granted the right to use the 
trademark.This exclusion also includes 
a “one-on-one" licensing arrangement. 
i.e., the license of a trademark to a 
single licensee who manufactures the 
trademarked goods according to the 
licensor’s specifications. This 
arrangement is common, for example, in 
the clothing industry where trademark 
owners license the manufacture of 
textiles. The exclusion also includes 
"collateral product" licensing; i.e., the 
practice of licensing a trademark which 
is well-known in one context (e.g., a soft 
drink) for use in another (e.g., clothing or 
decorative items embossed with the soft 
drink logo). This exclusion also includes 
licensing agreements entered into in the 
course of settlement negotiations in 
trademark infringement litigation, where 
the licensor will grant the “infringing" 
party a license to use the trademark for 
a specified period of time. 

B. Who Makes and Receives 
Disclosures 

1. Who Makes Disclosures 

Disclosure must be made by 
“franchisors" and “franchise brokers." 

A “franchisor" is a “person" (defined 
in § 436.2(b) to mean any individual, 
group, association, partnership, 
corporation or other business entity) 
who participates in a transaction 
covered by the rule (see paragraph A 
above) as a franchisor; that is, the 
person offering the business described 
in paragraph A. This definition does not 
include a franchisee who sells his own 
franchise, since the franchisee will not 
be a "franchisor" with respect to the 
relationship being offered. 

A “franchise broker" is defined in 
§ 43B.2(j) to mean any person (i.e., any 
individual, group, association, 
partnership, corporation, or other 
business entity) other than a franchisor 
or franchisee who sells, offers for sale, 
or arranges for the sale of a franchise. 

An organizer or promoter of a trade 
show in which franchises or business 
opportunities are offered for sale is a 
“franchise broker" within the meaning 
of the rule, since such person “arranges" 
for the sale of franchises. This definition 
does not cover franchisees who sell 


their own franchise. A sub-franchisor 
authorized to offer or sell sub-franchises 
will be a “franchise broker" within the 
meaning of the rule. 

The rule establishes the same 
obligations for both the “franchisor" and 
the “franchise broker." Either the 
franchisor or the franchise broker may 
satisfy the requirements set out in 
§ 436.1(aH e ) and (g) by furnishing the 
required disclosure documents. The 
requirements of the rule, apply jointly to 
both the franchisor and the franchise 
broker; however, compliance by one will 
constitute compliance by the other. 

Some franchisors permit their 
franchisees to sub-franchise others. 
Agreements authorizing such 
subfranchising may range from 
instances where the sub-franchisor 
merely “passes through" the terms and 
conditions prescribed by the franchisor, 
to instances where the sub-franchisor 
acts on its own, with the franchisor’s 
role limited to approving the sub- 
franchisor’s selections. The more power 
and responsibility the franchisor has 
with respect to the franchises sold by 
the sub-franchisor, the more necessary 
that disclosures about the franchisor be 
included. 

When sub-franchisors franchise 
others, the franchisor and sub-franchisor 
are free to decide between themselves 
as to the party responsible for preparing 
and disseminating the required 
disclosures. Both the franchisor and the 
sub-franchisor are responsible for each 
other's compliance with the rule, and 
are jointly and severally liable for each 
other's violations. In preparing the 
necessary disclosure document(s), 
franchisors and sub-franchisors should 
bear in mind that the goal of the rule is 
to furnish complete and accurate 
disclosure of essential and reliable 
information. It is their joint 
responsibility to ensure that such 
disclosure is made. It may be that some 
of the 20 categories of information 
required by the Basic Disclosure 
Document need be answered by the sub- 
franchisor only, or by the franchisor 
only, in order that the answer will be 
complete and accurate. Other categories 
may require disclosures by both the sub- 
franchisor and the franchisor in order to 
be complete and accurate. The 
determination of which parties should 
make which disclosures will depend 
upon the type of subfranchise 
relationship the parties have 
established. 

As a general rule, the Commission 
would expect that categories 1-5 and 20 
would contain information supplied by 
both parties, and category 16 would be 
answered by the 8ub-franchi9or in all 
cases and by the franchisor, also, if the 


franchisor’s statistics differ materially 
from the sub-franchisor’s statistics. 
Finally, to ease the expense of certified 
financial statements, the Commission 
will permit use of a franchisor's certified 
financial statements without any 
additional financial reporting 
requirement from a sub-franchisor if the 
franchisor absolutely and irrevocably 
guarantees the obligations of the sub- 
franchisor to the franchisee arising out 
of the franchise agreement between 
those two parties. A sub-franchisor is 
free to include its own financial 
statements in addition to the 
franchisor’s financial statements. 

2. Who Receives Disclosures 

Disclosures must be made to 
“prospective franchisees" and, in some 
circumstances, to existing franchisees 
who extend or renew the term of their 
franchises. Section 436.2(e) defines a 
"prospective franchisee" as “any 
person, including any representative, 
agent, or employee of that person, who 
approaches or is approached by a 
franchisor or franchise broker, or any 
representative, agent or employee 
thereof, for the purpose of discussing the 
establishment, or possible 
establishment, of a franchise 
relationship involving such person." 
However, the prospective franchisee is 
not per se entitled to disclosure until the 
requisite timeframe for such disclosure. 
This timeframe is described in 
paragraph C below. 

Franchisees who exercise a right 
under their franchise agreement to 
establish new outlets for themselves (as 
opposed to selling outlets to others), as 
well as franchisees who choose to 
extend or renew the term of their 
franchise agreement, need not be 
furnished with the disclosures required 
for prospective franchisees unless the 
new relationship is under terms and 
conditions materially different from 
their present agreement. In interpreting 
whether disclosure is required in such 
circumstances the Commission will 
employ a flexible standard based upon 
the extent to which the disclosure will 
materially assist the franchisees in 
making an informed decision. 

A person who purchases an existing 
franchise directly from the franchisee 
who owns it, without significant contact 
with the franchisor, is not a prospective 
franchisee. A purchaser who purchases 
from an existing franchisee will not be 
deemed a prospective franchisee, 
therefore, merely because the franchisor 
has, and exercises, a right to approve or 
disapprove the purchaser, unless the 
franchisor’s role in the sale is otherwise 
significant. Franchisors and franchise 
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brokers must make required disclosures 
only to prospective franchisees. 

C. When Disclosures Must Be Made 

1. The Basic Disclosure Document 

The Basic Disclosure Document must 
be given to a “prospective franchisee” at 
the earlier of the first “personal 
meeting" or the “time for making of 
disclosures.” 

The term “personal meeting” is 
defined as a face-to-face meeting 
between a prospective franchisee and a 
franchisor or franchise broker (or their 
representatives) which is held for the 
purpose of discussing the sale, or 
possible sale, of a franchise. By 
definition, a first “personal meeting” 
does not include communication by 
telephone or mail. Even where a face to 
face meeting occurs, it is not necessarily 
a “first” personal meeting. In 
interpreting this term, the Commission 
will consider such factors as whether 
the franchisor clearly indicated at the 
outset of the discussion that it was not 
prepared to discuss the possible sale of 
a franchise at that time, whether the 
meeting was initiated by the prospective 
franchisee rather than the franchisor, 
whether the meeting was limited to a 
brief and generalized discussion and 
whether earnings claims were made. 

The Commission believes that by using 
common sense precautions, franchisors 
can defer the first personal meeting until 
such time as they are prepared to 
provide the required disclosures. 

The term “time for making of 
disclosures” is defined in § 436.2(g) as 
ten business days prior to the earlier of 
(i) the execution by a prospective 
franchisee of any franchise agreement or 
any other agreement imposing a binding 
legal obligation on such prospective 
franchisee, about which the franchisor, 
franchise broker, or any agent, 
representative, or employee thereof 
knows or should know, in connection 
with the sale or proposed sale of a 
franchise; or (ii) the payment by a 
prospective franchisee, about which the 
franchisor, franchise broker, or any 
agent, representative or employee 
thereof knows or should know, of any 
consideration in connection with the 
sale, or proposed sale, of a franchise. 
This latter payment does not include 
payments which the prospective 
franchisee chooses to make on its own 
in connection with reviewing the 
proposed investment, such as a retainer 
for an attorney or a market feasibility 
study. The term “business days” does 
not include Saturdays, Sundays, or 
national holidays. 


2. Earnings Claim Document 

The Earnings Claim Document must 
be given (if it is required at all) to a 
prospective franchisee at the earlier of 
(i) the first personal meeting at which or 
following the time an earnings claim is 
made or (ii) the “time for making of 
disclosures.” An Earnings Claim 
Document prepared exclusively for 
media claims (§ 436.1(e)) must be given 
to the prospective franchisee at the 
same time that the Basic Disclosure 
Document is given; i.e., the earlier of the 
first personal meeting or the time for 
making of disclosures. 

3. Other Disclosures 

A copy of the franchisor’s standard 
franchise agreement and any related 
agreements [e.g., leases, purchase 
orders, etc.) must be given to the 
prospective franchisee when the Basic 
Disclosure Document is furnished. In 
addition, a copy of the completed 
franchise agreement (and any related 
agreements) which are intended to be 
executed by the parties must be given to 
the prospective franchisee at least five 
business days prior to the day that the 
agreements are to be executed. A 
revised copy of the agreement need not 
be provided if, within the five-day 
period, minor revisions are made to the 
completed agreement at the request of 
the franchisee which substantially 
benefit the franchisee and provide no 
more than de minimis benefits to the 
franchisor. Nor is a revised agreement 
required if, within the five-day period, 
purely typographical errors or omissions 
are corrected. 

4. Updating Disclosures 

To ensure that the disclosure 
documents contain accurate and timely 
information, the rule requires that they 
be kept current. The Basic Disclosure 
Document must be current as of the 
franchisor’s most recent fiscal year. 
After the close of its fiscal year, the 
franchisor has ninety days in which to 
prepare a revised Basic Disclosure 
Document for distribution to prospective 
franchisees. In addition, the Basic 
Disclosure Document must be updated, 
on at least a quarterly basis, whenever a 
“material” change occurs in the 
information contained in the document. 
The updating information may be 
attached to the Basic Disclosure 
Document as an addendum. The 
Earnings Claim Document must be 
current as of the time when the earnings 
claim is made. Finally, and in addition 
to the above stated updating 
requirements, prospective franchisees 
must be notified of any material changes 
in the information contained in the 


/ Rules and Regulations 


Earnings Claim Document prior to 
entering into a franchise relationship. 

D. State Disclosure Documents and 
Laws 

1. Uniform Franchise Offering Circular 

Several states permit use of a 
disclosure format known as the Uniform 
Franchise Offering Circular (“UFOC”) to 
comply with their own state registration 
or disclosure requirements. The 
Commission has determined that, in the 
aggregate, the disclosures required by 
the UFOC format provide protection to 
prospective franchisees which is equal 
to or greater than that provided by the 
rule. As a result, and in an effort to 
minimize compliance burdens, the 
Commission will permit the UFOC to be 
used in lieu of the disclosure 
requirements set forth in Section 436.1 
(a) through (e) of the rule, to satisfy the 
rule’s disclosure requirements. This 
determination is limited to the UFOC 
format adopted by the Midwest 
Securities Commissioners Association 
on September 2,1975, plus its associated 
guidelines and any minor modifications 
thereof, that do not diminish the 
protection accorded to a prospective 
franchisee, which may be made or 
allowed by a state in which such 
registration has been made effective. 

Either the rule or the UFOC disclosure 
format must be used in its entirety. 
Franchisors or franchise brokers may 
not pick and choose questions from each 
format, regardless of which specific 
question may provide equal or greater 
protection to prospective franchisees. 
Inasmuch as UFOC item 19 (or 
alternative item 19) involves disclosure 
about earnings claims, the rule’s 
earnings claims disclosures set forth in 
§ 436.1(b)-(e) will not apply if the UFOC 
format is utilized, except with respect to 
the printed text of advertisements, 
where the rule’s preemption standard of 
“inconsistency” (Note 2 of the rule) will 
apply. 

The UFOC format may be used in lieu 
of the rule documents in any state, 
notwithstanding the presence or 
absence of a state franchise law. The 
manner in which the UFOC may be used 
in lieu of the rule documents will depend 
on whether the UFOC is part of a 
currently effective state registration. The 
three possibilities are as follows: 

a. If the UFOC is used in lieu of the rule 
documents in a state in which there is a 
currently effective registration, then in such 
event, the UFOC document and instructions 
should be followed completely, subject only 
to the modifications set forth later in this 
section. The Commission will presume the 
sufficiency, adequacy and accuracy of the 
document; however, the Commission retains 
the right to determine whether the UFOC 
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requirements as elaborated in the UFOC 
guidelines have been met so that this 
presumption should not be viewed as 
deferring to state law enforcement. Moreover, 
the Commission will be influenced by 
subsequent state determinations of disclosure 
violations when considering its own 
enforcement alternatives. The UFOC cover 
page should be used: a separate page 
containing the information required for the 
cover to FTC documents pursuant to 
§ 436.1 (a)(21) of the rule must be given to the 
prospective franchisee. This paragraph does 
not apply to states with disclosure 
requirements but not registration, like Hawaii 
and Oregon. 

b. If the UFOC is currently registered and 
effective in one state but is used in another 
state, then in such event the UFOC format 
and instructions should be followed 
completely except that (a) answers to state- 
specific questions (such as the number of 
franchisees located within the registration 
state, franchises proposed to be sold in the 
registration state, trademark information 
relating to the registration state, reference to 
state laws concerning termination rights or 
non-competition covenants, etc.) must be 
changed so that they refer to the state in 
which the document will be used rather than 
the original registration state in which the 
document was declared effective, (b) the FTC 
cover page prepared pursuant to 

§ 436.1(a)(21) must be used: no UFOC cover 
page is required: and (c) no Commission 
presumption of sufficiency, adequacy or 
accuracy of the disclosure document will be 
made. 

c. If the UFOC format is used when no 
current state registration is in effect, then in 
such event, in addition to the obligations set 
forth in paragraph b. above, the requirements 
of § 436.1(a)(22) concerning timeliness of 
information and updating requirements also 
will apply. 

The following provisions of the rule 
still will apply even when the UFOC 
format is utilized: 

a. Scope of the Rule Disclosure must be 
made for all transactions covered by the rule, 
regardless of whether such transactions 
would require disclosure pursuant to state 
law. 

b. Persons Covered by the Rule. Persons 
obligated to comply with the rule are 
determined by the rule, regardless of whether 
such persons would be obligated to make 
disclosure under state taw. (However, while 
the FTC definitions determine persons 
required to comply with the rule, the UFOC 
definitions are used for making disclosures 
using the UFOC format.) 

c. Timing of Disclosures . The disclosure 
statement must be furnished to the 
prospective franchisee at the times mandated 
by the rule, not by the state law. unless the 
state law requires earlier disclosure. 

d. Contracts to be Executed. Prospective 
franchisees must be given a copy of the 
completed contracts and agreements 
proposed to be executed at least five 
business days before they can be signed. 

e. Certain Prohibitions. Franchisors and 
franchise brokers may not make any 
representation contradictory to those 


appearing in the disclosure documents. 
Similarly, no information may appear in the 
disclosure document unless it is required 
either by the rule or by non-preempted state 
law. 

f. Refunds. Section 436.1(h) makes it an 
independent violation of the rule to fail to 
return or refund fees in accordance with 
contract provisions disclosed in the Basic 
Disclosure Document regardless of whether 
the rule document or the UFOC document is 
used. 

2. Preemption 

The rule attempts to create a 
minumum federal standard of disclosure 
applicable to all franchise and business, 
opportunity offerings, and, at the same 
time, permits state and local authorities 
to provide additional concurrent 
protection. Note 2 of the rule sets forth 
the preemption standard; namely, state 
or local laws or regulations are 
preempted only to the extent that they 
are “inconsistent" with the rule—that is. 
provide less protection to the 


prospective franchisee than that 
provided by the rule. The degree of 
preemption is limited to the 
“inconsistency." Accordingly, 
franchisors and franchise brokers must 
comply with non-preempted state and 
local laws and regulations in addition to 
the rule. 

Examples of state and local laws or 
regulations not preempted by the rule 
include (a) registration of franchisors 
and franchise salespersons, (b) escrow 
or bonding requirements, (c) substantive 
regulation of the franchisor-franchisee 
relationship, such as termination 
practices, contract provisions and 
financing arrangements, ahd (d) 
disclosure laws and regulations 
requiring more extensive disclosures 
than those provided by the rule. 

The following breakdown gives 
examples of preemption in several 
situations (other than where the UFOC 
is used) where the rule and state 
franchise laws overlap: 


STATE REQUIRES 


FTC REQUIRES FRANCHISOR MOST COMPLY WITH 


Disclosure of item *--- 

(Silent as to Item x).,.. 

Disclosure c* Horn x____ 

Prot*Hte disclosure_ 

Registration; escrow or bonding....^ 

Disclosure by Franchisor x~... 

(Silent as to Franchisor x)_ 

Disclosure by Franchisor x.. 


(Silent as to item x)___ 

Disclosure ol item x__ 

Disclosure of items x. y & z._ 

Disclosure of item * . 

(Silent as to such requirements)_ 

(Silent as to Franchisor x)_ 

Disclosure by Franchisor x__ 

Disclosure by Franchisor x & y 


State disclosure requirement. 

FTC disclosure requirement. 

Both State and FTC Requirements. 
FTC Requirement; state requremeot is 
preempted 
State requremente. 

State requirement 
FTC requirement 
State and FTC requirements. 


E. Acts or Practices Which Violate the 
Rule and Potential Liabilities 

It is an unfair or deceptive act or 
practice within the meaning of § 5 of the 
Federal Trade Commission Act for any 
franchisor or franchise broker: 

T. To fail to furnish prospective franchisees 
with the Basic Disclosure Document in the 
manner and within the timeframes 
established in the rule ($ 436.1(a)]; 

2. To make any representations about the 
actual or potential sales, income, or profits of 
existing or prospective franchises except in 
the manner and within the timeframes 
established by The rule, including 
dissemination of the Earnings Claim 
Document [§ 436.1(b)~{e)l; 

3. To make any claim or representation 
(such as in advertising or oral statements by 
salespersons) which is inconsistent with the 
information required to be disclosed by the 
rule ($ 436.1(f)]; 

4. To fail to furnish prospective franchisees, 
within the timeframes established by the rule, 
with copies of the franchisor's standard 
forms of franchise agreements and copies of 
the final agreements to be signed by the 
parties [§ 436.1(g)); and 

5. To fail to return to prospective 
franchisees any funds or deposits (such as 
down payments) identified as refundable in 
the Basic Disclosure Document ($ 438.1(h)]. 

Violators are subject to civil penalty 


actions brought by the Commission of 
up to $10,000 per violation. In addition, 
the Commission may bring an action in 
federal or states court for damages on 
behalf of franchisees. 

The Commission believes that the 
courts should and will hold that any 
person injured by a violation of the rule 
has a private right of action against the 
violator, under the Federal Trade 
Commission Act. as amended, and the 
rule. The existence of such a right is 
necessary to protect the members of the 
class for whose benefit the statute was 
enacted and the rule is being 
promulgated, is consistent with the 
legislative intent of the Congress in 
%nacting the Federal Trade Commission 
Act, as amended, and is necessary to 
the enforcement scheme established by 
the Congress in that Act and to the 
Commission's own enforcement efforts. 

F. Miscellaneous Definitions 
1. "Material" 

A number of provisions of the rule 
refer to the concept of "materiality." As 
defined in § 436-2(n), the phrase 
"material fact" includes "any fact, 
circumstances, or set of conditions 
which has a substantial likelihood of 
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influencing a reasonable franchisee or a 
reasonable prospective franchisee in the 
making of a significant decision relating 
to a named franchise business or which 
has any significant financial impact on a 
franchisee or prospective franchisee." 

2. “Affiliated Person" 

Several provisions of the rule require 
certain disclosures regarding persons 
“affiliated" with the franchisor. The 
term “affiliated person" is defined in 
§ 436.2(e) to mean any individual, group, 
association, limited or general 
partnership, corporation, or any other 
business entity: 

(a) Which directly or indirectly controls, is 
controlled by. or is under common control 
with, a franchisor: or 

(b) Which directly or indirectly owns, 
controls or holds with power to vote. 10 
percent (10%) or more of the outstanding 
voting securities of a franchisor; or 

(c) Which has. in common with a 
franchisor, one or more partners, officers, 
directors, trustees, branch managers, or other 
persons occupying a similar status or 
performing similar functions. 

In determining whether there is a 
“control" relationship, the Commission 
will look to the degree to which a person 
has the power or authority to manage or 
direct the course of the other person. 
Whether a control relationship exists is 
a question of fact. Such control may be 
exercised directly, such as in majority or 
controlling ownership of voting stock, or 
indirectly, such as where a person owns 
a majority or controlling interest in an 
intermediary corporation which is the 
majority or controlling shareholder of 
the other person. In determining whether 
there is a "control" relationship, the 
Commission will be guided by the 
concept of control employed in the 
federal securities laws and cases 
dealing with such laws. 

II. The Basic Disclosure Document 

The Basic Disclosure Document 
consists of 20 categories of information. 
Set forth below is a description of the 
rule section, explanation and example 
for each of these 20 categories. 

§ 436.1(a)(1) (Identifying Information 
as to Franchisor] 

Rule 

(l)(i) The official name and address and 
principal place of business of the franchisor, 
and of the parent firm or holding company of 
the franchisor, if any: 

(ii) The name under which the franchisor is 
doing or intends to do business: and 

(iii) The trademarks, trade names, service 
marks, advertising or other commercial 
symbols (hereinafter collectively referred to 
as “marks") which identify the goods, 
commodities, or services to be offered, sold, 
or distributed by the prospective franchisee. 


or under which the prospective franchisee 
will be operating. 

Explanation 

Disclosures should include (i) the 
franchisor’s name and address as well 
as that of its parent or holding company, 
if applicable, (ii) the name under which 
the franchisor now does or intends to do 
business, and (iii) the trademarks, trade 
names, service marks or commercial 
symbols (the “marks") which the 
franchisor authorizes the prospective 
franchisee to utilize in the conduct of its 
business. 

The description of marks should 
include information about registration, 
litigation, and the franchisor’s 
knowledge of any infringing uses. 
Franchisors need not discuss any marks 
of companies whose products are 
merely distributed, such as the various 
trademarked food products distributed 
by a wholesale grocer to its retailers. 

A “parent" controls the franchisor 
directly or indirectly through one or 
more intermediaries. 

Example of Disclosure 

Doe, Inc., doing business under the name of 
Doe Burgers, maintains its principal business 
address at 55 Front Street. New York, New 
York 11111. Doe, Inc., is a wholly owned 
subsidiary of Roe Industries whose principal 
place of business is 2 Union Street, Rye, New 
York 22222. 

Pursuant to the franchise agreement, Doe, 
Inc. authorizes its franchisees to operate fast 
food restaurants under the name “Doe 
Burgers." The franchisee is also authorized to 
use the following trademarks, service marks, 
trade names, advertising or other commercial 
symbol(s): (a) “Big Doe"; (b) “Do-Roe Cola" 
and (c) "Double Doe Burger." 

All of the marks are registered with the 
United State Patent Office and the 
registrations are in the principal Register. The 
mark “Big-Doe" also is registered in the state 
of Minnesota. Doe, Inc. is not aware of any 
current infringing uses of the marks stated 
above, nor is any litigation pending with 
respect to any of these marks. 

§ 436.1(a)(2) (Business Experience of 
Franchisor’s Directors and Executive 
Officers] 

Rule 

(2) The business experience during the past 
5 years, stated individually, of each of the 
franchisor’s current directors and executive 
officers (including, and hereinafter to include, 
the chief executive and chief operating 
officer, financial, franchise marketing, 
training and service officers). With regard to 
each person listed, those persons’ principal 
occupations and employers must be included. 

Explanation 

Disclosure should include the name 
and relevant business experience of the 
franchisor’s current directors as well as 
those executive officers who will have 


significant management responsibility 
with respect to the marketing and 
servicing of franchises, such as the chief 
executive and operating officers, and 
financial, franchise marketing, franchise 
training and franchise service officers. 

Information for each listed person 
should include the person’s current 
position and facts about his or her 
business experience during the 
preceding five fiscal years, such as all 
other occupations or employment 
(including name of employers and 
position or title held), and any other 
facts which would assist a prospective 
franchisee in assessing the person’s 
business experience. Incidental 
biographical data, such as age, address, 
community activities, etc. should not be 
included. 

Example of Disclosure 
John Smith, President 

In 1974, Mr. Smith was employed with 
Camper’s Delight, Inc., a franchisor of 
campgrounds, as the Vice President of 
Franchise Marketing. His employment with 
KampKomer8. Inc., began in 1977 when he 
was appointed Director of Franchise 
Marketing. Since January, 1978, he has served 
as President of KampKomers, Inc. 

§ 436.1(a)(3) (Business Experience of 
the Franchisor] 

Rule 

(3) The business experience of the 
franchisor and the franchisor’s parent firm (if 
any), including the length of time each: 

(I) has conducted a business of the type to 
be operated by the franchisee; 

(ii) has offered or sold a franchise for such 
business; 

(iii) has conducted a business or offered or 
sold a franchise for a business (A) operating 
under a name using any mark set forth under 
paragraph (a)(l)(iii), or (B) involving the sale, 
offering, or distribution of goods, 
commodities, or services which are identified 
by any mark set forth under paragraph 
(a)(l)(iii); and 

(iv) has offered for sale or sold franchises 
in other lines of business, together with a 
description of such other lines of business. 

Explanation 

Disclosure relates to the business 
experience of the franchisor and any 
parent corporation, and must include 
complete information on each of the 
categories set forth in the rule section. 
The franchisor also should include a 
brief description of the nature of its 
business, its type of business 
organization [e.g.. corporation, 
partnership, etc.) and the state and date 
of its incorporation or organization. The 
“other lines of business" disclosure 
(subparagraph (iv)) is limited to the 
franchisor’s (and parent’s) experience in 
franchising, and does not require non- 
franchise business history. 








Federal Register / Vol. 44. No. 168 / Friday, August 24, 1979 / Rules and Regulations 


49973 


Example of Disclosure 

The franchisor, Ralph's Rentals, Inc, was 
originally incorporated in Virginia on January 
3,1962. Since then, it has operated a full 
service equipment rental store. Since 1971, 
the franchisor has been selling franchises for 
the operation of retail establishments known 
as Ralph s Rentals. It has been offering 
franchises since 1971 under the marks set 
forth in section 1. The franchisor does not sell 
franchises in other lines of business. 

§ 436.1(a)(4) [Litigation History] 

Rule 9 

(4) A statement disclosing who. if any, of 
the persons listed in paragraphs (a)(2) and 
(a)(3) of this section: 

(i) Has. at any time during the previous 
seven fiscal years, been convicted of a felpny 
or pleaded nolo contendere to a felony charge 
if the felony involved fraud (including 
violation of any franchise law, or unfair or 
deceptive practices law), embezzlement, 
fraudulent conversion, misappropriation of 
property, or restraint of trade: 

(ii) Has, at any time during the previous 
seven fiscal years, been held liable in a civil 
action resulting in a final judgment or has 
settled out of court any civil action or is a 
party to any civil action (A) involving 
allegations of fraud (including violation of 
any franchise law, or unfair or deceptive 
practices law), embezzlement, fraudulent 
conversion, misappropriation of property, or 
restraint of trade, or (B) which was brought 
by a present or former franchisee or 
franchisees and which involves or involved 
the franchise relationship: Provided, 
however . That only material individual civil 
actions need be so listed pursuant to this 
subparagraph (4)(ii), including any group of 
civil actions which, irrespective of the 
materiality of any single such action, in the 
aggregate is material: 

(iii) Is subject to any currently effective 
State or Federal agency or court injunctive or 
restrictive order, or is a party to a proceeding 
currently pending in w’hich such order is 
sought, relating to or affecting franchise 
activities or the franchisor-franchisee 
relationship, or involving fraud (including 
violation of any franchise law. or unfair or 
deceptive practices law), embezzlement, 
fraudulent conversion, misappropriation of 
property, or restraint of tradie. 

Such statement shall set forth the identity 
and location of the court or agency: the date 
of conviction, judgment, or decision: the 
penalty imposed; the damages assessed; the 
terms of settlement or the terms of the order 
and the date, nature, and issuer of each such 
order or ruling. A franchisor may include a 
summary opinion of counsel as to any 
pending litigation, but only if counsel's 
consent to the use of such opinion is included 
in the disclosure statement. 

Explanation 

Disclosure involves three types of 
franchisor litigation: criminal, civil, and 
administrative. For each past criminal, 
civil or administrative proceeding 
disclosed, set forth the (i) identity of the 
court or agency involved, (ii) date of 
conviction, judgment, decision, order or 


ruling, (iii) amount of award or judgment 
and (iv) terms of any settlement order or 
ruling. The exact dollar amount of any 
settlement need not be disclosed if it is 
not disclosed in any papers tiled in 
court. Instead, an approximate dollar 
amount may be used, such as “the low 
four figures”. Additional requirements 
dependent upon the type of litigation 
disclosed are described below. 

a. Criminal litigation. Subsection (i) 
requires disclosure of past felony 
convictions, including those entered 
after pleas of nolo contendere, of the 
franchisor, its current officers or 
directors, and its parent firm, which 
occurred within the previous seven 
fiscal years and which relate to those 
felonies described in the rule. Disclosure 
is not required with respect to any other * 
criminal matter, such as proceedings 
which (a) are pending, (b) culminated in 

a manner other than by conviction or (c) 
involved crimes other than those set 
forth in subsection (i). 

b. Civil litigation. Subsection (ii) 
requires disclosure of certain types of 
past and pending civil actions where the 
franchisor, its current directors or 
officers, or its parent firm, is or was a 
party. The term “civil action*' is limited 
to judicial tribunals and arbitrations, 
and does not include legislative or 
administrative proceedings. Disclosure 
is required regardless of whether the 
“party” is a plantiff or defendant, as 
well as situations where the party has 
been impleaded or intervenes or 
interpleads others. Uncovers judgments 
as well as out-of-court settlements 
where a complaint has been served or 
filed. 

No disclosure is required unless both 
the subject matter and materiality 
prerequisites, described below, are 
satisfied. 

The subject matter must involve either 
(a) those actions set forth in subsection 
(ii) or (b) actions by a present or former 
franchisee which involve the franchise 
relationship. A franchisor who offers 
more than one type of franchise—fried 
chicken and pizza, for example—must 
disclose litigation involving the 
franchise relationship in both types of 
franchises in disclosure statements 
given to prospective franchisees of 
either system. 

Only material actions need be 
disclosed; that is. actions which have a 
substantial likelihood of influencing the 
investment decision of a reasonable 
prospective franchisee, or actions whose 
pendency or outcome may have a 
significant financial impact on a 
franchisor or prospective franchisee. 
When a number of material actions of a 
similar nature exist, or when an 
individual non-material proceeding is 


combined with other past or pending 
non-material proceedings involving 
similar basic Issues, making the 
aggregate impact of these proceedings 
material, then disclosure should be 
made about the combined proceedings 
as a whole. An example of this 
combination would be a situation w f here 
each of 15 franchisees is suing the 
franchisor about the franchisor’s 
reimbursement policies on certain 
required warranty work performed by 
the franchisees. 

For each pending civil proceeding 
disclosed, including any combined 
proceedings as a whole, the franchisor 
must set forth a brief description of the 
factual basis alleged in the complaint, 
the defenses or answers raised, and the 
relief sought. Disclosure may include a 
summary opinion of counsel about the 
merits of the claims asserted and any 
defenses raised as long as counsel has 
consented to the use of such opinion in 
the disclosure. 

c. Administrative-type proceedings. 
Subsection (iii) requires disclosure of 
certain past or pending administrative- 
type proceedings in a state or federal 
agency or court which seek, or have 
resulted in currently effective injunctive 
or restrictive orders, such as complaints, 
consent agreements, cease and desist 
orders, and restraining or injunctive 
orders. Disclosure is required only when 
the proceedings either relate to or affect 
franchise activities or the franchisee- 
franchisor relationship or involve the 
subject matters set forth in subsection 
(iii). Neither orders of general 
applicability resulting from 
administrative rulemaking nor 
restrictive orders resulting from private 
negotiations between the franchisor and 
the franchisee need be disclosed 
(although the latter may require 
disclosure under subsection (ii) 
discussed above). 

For each pending administrative 
proceeding disclosed, the franchisor 
must set forth a brief description of the 
factual basis alleged in the proceeding, 
the defenses or answers raised, and the 
relief sought. Disclosure may include a 
summary opinion of counsel about the 
merits of the claims asserted and any 
defenses raised as long as counsel has 
consented to the use of such opinion in 
the disclosure. 

Example of Disclosure 

On December 2.1975. Mr. Raoul Meyer, 

# current Vice President of Franchise 
Marketing for Whiz Stores. Inc., was 
convicted of mail fraud in violation of 18 
U.S.C. § 1341, in the United States District 
Court for the District of Maryland. On 
January 30.1978. Mr. Meyer was given a 3- 
year suspended sentence by U.S. District 
Judge Mcrtz and fined $15,000. On January 13, 
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1977, Consolidated Amalgamation. Inc., the 
parent firm of Whiz Stores. Inc., pleaded 
guilty to charges of an unlawful conspiracy to 
fix prices with respect to the distribution of 
television sets. United States v. Consolidated 
Amalgamation, Inc., Action No. 77-435C, 
United States District Court for the Eastern 
District of New York. On February 20,1977. 
U.S. District Judge Foster fined Consolidated 
Amalgamation, Inc., $250,000. A civil action 
was filed against Whiz Stores, Inc., in April, 
1976. in the Superior Court of California, 
County of Orange, entitled Laugh tin v. Whiz 
Stores. Inc., Civil No. FM567. Plantiff 
Laughlin, a former franchisee of Whiz Stores. 
Inc., alleges in his complaint (among other 
things) that Whiz Stores. Inc., breached its 
contract and its fiduciary duties with regard 
to a franchise agreement between the 
plaintiff and Whiz Stores. Inc. Plaintiff has 
alleged damages of $55,000 and has requested 
punitive damages of $500,000. Whiz Stores, 
Inc., through its counsel, has denied such 
allegations and counterclaimed for unpaid 
royalties due under the franchise agreement. 
The case is scheduled for trial in December, 
1979. Whiz Stores, Inc„ is subject to a cease- 
and-desist order issued by the Federal Trade 
Commission on March 23,1975, prohibiting 
Whiz Stores, Inc., from using unfair and 
deceptive practices in the marketing of 
franchises, including the use of atypical 
claims of profitability. 

§ 436.1(a)(5) [Bankruptcy History] 

Rule 

(5) A statement disclosing who. if any. of 
the persons listed in paragraphs (a)(2) and 
(a)(3) of this section at any time during the 
previous seven fiscal years has: 

(i) Filed in bankruptcy; 

(ii) Been adjudged bankrupt; 

(iii) Been reorganized due to insolvency; or 

(iv) Been a principal, director, executive 
officer, or partner of any other person that 
has so filed or was so adjudged or 
reorganized, during or within 1 year after the 
period that such person held such position in 
such other person. If so, the name and 
location of the person having so filed, or 
having been so adjudged or reorganized, the 
date thereof, and any other material facts 
relating thereto, shall be set forth. 

Explanation 

Disclosure involves the bankruptcy 
history dtiring the previous seven fiscal 
years of the franchisor, its parent or 
holding company, and those of its 
current directors and executive officers 
for whom disclosure is required. With 
respect to subsection (iv), disclosure is 
required only if the bankruptcy occurred 
during or within one year after the 
person’s association with the bankrupt 
person or entity. 

The franchisor should disclose, with 
respect to each bankruptcy proceeding 
requiring disclosure, (a) the name of the 
person(s) or business entity who has 
filed in bankrupty, been adjudged 
bankrupt or has been reorganized due to 
insolvency (if other than the franchisor, 
the identity of such persons should be 


disclosed, e.g ., the chief executive 
officer or parent firm); (b) the court in 
which the proceeding was held, 
including the case or docket number, 
and the nature of the proceeding, i.e., 
bankruptcy, reorganization, etc. (c) the 
date of the adjudication of bankruptcy 
or confirmation of a plan for 
reorganization and the date of 
discharge; and (d) any other material 
facts, e.g., a summary of the details of 
the arrangements with creditors. This 
section does not require disclosure 
where the franchisor or an appropriate 
officer merely files a claim in a 
bankruptcy proceeding. 

Example of Disclosure 

On January 15,1976, Richard Roe, President 
of Kwikkar Wash Systems. Inc., was 
adjudged bankrupt in the United States 
District Court for the District of Columbia, 
Docket No. B-20920-76. Arthur Sheppard. 

Vice President for franchise marketing was 
President of Amalgatron, Inc., from June. 1975 
April. 1977. On July 3.1977, Amalgatron. Inc., 
filed a petition for reorganization under 
Chapter XI of the Federal Bankruptcy Act. 
The plan is pending approval by creditors in 
the United States District Court for the 
District of Vermont, Docket B-45-76. 

§ 436.1(a)(6) [Description of Franchise) 

Rule 

(6) A factual description of the franchise 
offered to be sold by the franchisor. 

Explanation 

Disclosures should provide a factual 
description of the franchise being 
offered for sale. The term “sold” 
encompasses purchasing, leasing, 
licensing or other methods of 
acquisition. Included within this 
disclosure should be (1) a general 
description of the business to be 
conducted by the franchisee; (2) a 
detailed discussion of the “business 
format” and/or “product line” which the 
franchisee is purchasing, including 
goods or services to be sold by the 
franchisee; and (3) a description of the 
market for the goods and/or services to 
be sold by the franchisee [e.g., whether 
the goods will be marketed to a specific 
segment of the community such as 
students, upper income consumers, etc.). 

Example of Disclosure 

The Franchisor develops, owns and 
operates, and authorizes others to operate, a 
quick service restaurant under the name of 
“Doe Burgers” (sometimes hereinafter 
referred to as Doe’s restaurants). All Doe’s 
restaurants are built to Company 
specifications as to exterior style and interior 
decor. The majority are free-standing 
corrugated iron buildings substantially 
uniform in design and appearance with 
adjoining parking space for 40 to 60 cars. 
Some are storefronts (which vary according 
to available locations but generally retain the 


standard green and orange decor and sign). 
The typical free-standing restaurant has a 
cooking area and dining room capacity for 
100 to 120 persons. The standardized decor 
features bamboo lamps, ice cream parlor 
chairs, art deco mirrors and cultured marble 
tabletops. The restaurants depend upon 
serving a large number of customers for their 
success and are generally located in urban or 
heavily populated suburban areas. 

Each Doe’s restaurant offers a uniform 
limited menu. Hamburgers are featured in 
three sizes—Bambi’s Double-Doe burger, and 
Big Doe—and are prepared with a choice of 
cheese and eight other condiments. Also 
offered are french-fried potatoes, "Do-Ro’’ 
Cola and a limited number of other 
beverages. Doe’s hamburgers are prepared 
with fresh beef. 

The services and products of “Doe 
Burgers” restaurants are used primarily by 
the motoring public for quick service meals. 

§ 436.1(a)(7) [Initial Funds Required To 
Be Paid by a Franchisee] 

Rule 

(7) A statement of the total funds which 
must be paid by the franchisee to the 
franchisor or to a person affiliated with the 
franchisor, or which the franchisor or such 
affiliated person imposes or collects in whole 
or in part on behalf of a third party, in order 
to obtain or commence the franchise 
operation, such as initial franchise fees, 
deposits, down payments, prepaid rent, and 
equipment and inventory purchases. If all or 
part of these fees or deposits are returnable 
under certain conditions, these conditions 
shall be set forth; and if not returnable, such 
fact shall be disclosed. 

Explanation 

The franchisor must disclose the 
nature, amount, payee and due date of 
all monies which the franchisee must 
pay in order to obtain or commence the 
franchise operation, in those 
circumstances when such payment is 
made either to (i) the franchisor, (ii) an 
affiliate of the franchisor, or when (iii) 
the franchisor or its affiliate collects the 
payment on behalf of a third party. Such 
payments include, but are not limited to, 
the initial franchise fees, deposits, down 
payments, prepaid rent, and equipment 
and inventory purchases. If exact 
amounts for any one or more categories 
vary, then a reasonable range of 
anticipated payments for each of such 
categories may be substituted. The 
franchisor need not disclose required 
payments which the franchisee must 
make to obtain or commence the 
franchise business (such as payments 
for the purchase of signs) when the 
franchisee has the option to make such 
payments to unaffiliated third parties. 

The statement must indicate, for each 
payment, whether all or any part is 
refundable, and, if so, under what 
conditions. Although the rule neither 
requires nor prohibits refund promises, 
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section 436.1(h)- requires that refunds 
must be made when promised. Failure to 
do so constitutes a violation of the rule. 

Franchisors also must disclose any 
nonrecurring commitments of funds by 
franchisees to the franchisor or 
affiliated persons for securing the 
franchise if the commitment is made 
when the franchise relationship is 
commenced, even though payment is not 
required until a later date, such as a 12- 
month deferred payment of a part of the 
franchise fee. 

It is recommended, though not 
required by the rule, that franchisors 
disclose the nature and approximate 
amount of other payments that a 
franchisee would need to make to obtain 
or commence business. 

Example of Disclosure 

A MAR. Inc. franchisee is required to make 
a total initial expenditure of $5,000. A 
franchise fee in the amount of $2,000 is 
payable to the franchisor upon signing the 
franchise agreement. The remaining $3,000 is 
due and payable by the franchisee to PhR, 
Inc., a wholly-owned subsidiary of MAR, Inc., 
upon delivery of the vending machines and 
supplies listed in the franchise agreement. 

The franchise fee of $2,000 is nonrefundable. 
Eighty percent (80%) of the equipment fee to 
PhR. Inc. iB refundable if the equipment is 
returned within 30 days of delivery in good 
working order. 

§ 436.1(a)(8) [Recurring Funds 
Required To Be Paid by a Franchisee! 

Rule 

(8) A statement describing any recurring 
funds required to be paid, in connection with 
carrying on the franchise business, by the 
franchisee to the franchisor or to a person 
affiliated with the franchisor, or which the 
franchisor or such affiliated person imposes 
or collects in whole or in part on behalf of a 
third party, including, but not limited to. 
royalty, lease, advertising, training, and sign 
rental fees, and equipment or inventory 
purchases. 

Explanation 

The franchisor must disclose the 
nature, amount and payee of all 
payments which a franchisee must make 
on a recurring basis in carrying on the 
franchise business, in those 
circumstances when those payments are 
made to (i) the franchisor, (ii) an affiliate 
of the franchisor, or when (iii) the 
franchisor or its affiliate collects the 
payment on behalf of a third party. Such 
payments include, but are not limited to. 
royalty, lease, advertising, training, sign 
rental fees and equipment purchases. 
Two categories of recurring payments 
should be listed: those payable on a 
regular periodic basis, such as royalties, 
advertising and inventory purchases (in 
those circumstances where there are 
minimum purchase requirements), and 


those infrequent anticipated expenses of 
a major nature such as the replacement 
cost of expensive equipment. 

The amount of the payments should 
be expressed in an estimated dollar 
amount. If the amount of payments are 
dependent on a variable, such as sales 
volume, then these amounts may be 
expressed as a percentage of such 
variable. Where no accurate dollar 
amount is available, an estimated 
payment range may be used. Infrequent 
anticipated major expenses may be 
expressed either in their present or 
estimated future cost. 

Example of Disclosure 
Regular Periodic Payments 

Royalty —The franchisee pays to f iudson. 
Inc. a royalty of six percent on total gross 
sales. Cross sales include all cash and charge 
room sales made at the franchisee’s Hudson 
Inn. 

Reservation Service —The franchisee is 
required to pay Hudson Reservation and 
Travel Service. Inc., an affiliate of the 
franchisor, a charge of $2.00 per reservation 
obtained through and provided by Hudson 
Reservations. 

Advertising fee —The franchisee will pay 
Hudson, Inc. an advertising fee of 3 percent 
on total gross room sales. 

Infrequent Major Expenses 

The Hudson Vacupump room vacuum 
system which all franchisees are required to 
operate and which can be purchased only 
from Hudson. Inc., has an estimated useable 
life of 10 years and now costs approximately 
S10.000 installed. 

§ 436.1(a)(9) [Affiliated Persons the 
Franchisee is Required or Advised To 
Do Business With by the Franchisor] 

Rule 

(9) A statement setting forth the name of 
each person (including the franchisor] the 
franchisee is directly or indirectly required or 
advised to do business with by the 
franchisor, where such persons are affiliated 
’ with the franchisor. 

Explanation 

The franchisor must list those 
suppliers who it requires or advises the 
franchisee to use, regardless of whether 
the supplier is the sole approved 
supplier or one of several approved 
suppliers, whenever such supplier is 
either the franchisor or an affiliate of the 
franchisor. The supplier should be listed 
even if its use is recommended rather 
than required. A brief description of the 
goods or services supplied by any listed 
supplier also must be disclosed. This 
disclosure differs from that required in 
the next category. (i.e. % § 438.1(a)(10) 
which concerns circumstances where a 
franchisee is required to purchase, lease, 
or rent a good or service from a specific 
supplier), since the disclosure pursuant 
to this section of the rule is required 


only when the listed supplier is either 
the franchisor or an affiliate. Where a 
supplier could be identified under both 
sections, the disclosure should be made 
in this section with a cross reference to 
this section contained in the disclosure 
for § 436.1 (a)(10). 

Example of Disclosure 

[Assume the following fact situation ; A 
franchisor is offering a vending machine 
route. The franchisee is required to purchase 
the vending machine from the franchisor. The 
franchisee has the choice of a specified 
number of products to be distributed from the 
machines, and the sources of those products 
are limited by the franchise agreement. Acme 
Company is the parent firm of the franchisor. 
Ace Products Company's President is also 
President of the franchisor. Bard Distributors 
is not " affiliated " with the franchisor, but is 
an approved source of fruit juice. In this 
situation, the following disclosure would be 
appropriated 

If the franchisee chooses to vend canned 
food products, such products must be 
purchased from Acme Company. If the 
franchisee chooses to vend fruit juice, such 
juice must be purchased from a limited group 
of suppliers, including Acme Company or Ace 
Products Company, both of which are 
affiliated with the Franchisor. If the 
franchisee wishes to vend non-food products, 
he or she may purchase such products from 
any source (as long as they meet our 
specifications), although we recommend that 
such products be purchased from Ace 
Products Company. If the franchisee chooses 
to vend soft drinks, they must be purchased 
from the franchisor. Further restrictions on 
supplies are noted in the next section. 

§ 436.1(a)(10) [Obligations to Purchase) 

Rule 

(10) A statement describing any real estate, 
services, supplies, products, inventories, 
signs, fixtures, or equipment relating to the 
establishment or the operation of the 
franchise business which the franchisee is 
directly or indirectly required by the 
franchisor to purchase, lease or rent; and if 
such purchaes, leases or rentals must be 
made from specific persons (including the 
franchisor), a list of the names and addresses * 
of each such person. Such list may be made 
in a separate document delivered to the 
prospective franchisee with the prospectus if 
the existence of such separate document is 
disclosed in the prospectus. 

Explanation 

This section requires a description of 
specified items, related to the 
establishment or operation of the 
franchise business, which the franchisor 
requires the franchisee to purchase, 
lease or rent. Such items may consist of 
real estate, services, supplies, products, 
inventories, signs, fixtures, equipment, 
etc. If any listed items must conform to 
certain franchisor-imposed 
specifications, such as brand names or 
product standards, (e.g., a requirement 
for a sign at least six feet tall with 
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illuminated letters on a green 
background instead of a requirement 
that the franchisee have a sign) the 
existence of such specifications must be 
disclosed. If such specifications make 
the item substantially more expensive or 
difficult to obtain, then such fact should 
be mentioned. The franchisor also 
should indicate the manner in which the 
franchisor issues and changes 
specifications, and its business 
justification for such specification(s). 

It is unnecessary to list items which 
any business would need in its ordinary 
operation, like stationery (unless, for 
example, the franchisor requires that 
stationery be of a certain color and/or 
carry the franchisor’s logo) telephones, 
etc. 

If a required purchase, lease, or rental 
must be made from a person or among a 
group of persons specified by the 
franchisor, the names and addresses of 
such suppliers should be disclosed 
together with the business justification 
for such restricted purchase list and the 
manner in which the franchisor issues 
and changes approved suppliers. 

The list of required purchases and 
required suppliers may be contained in 
a document separate from the Basic 
Disclosure Document, if the separate 
document is delivered to the prospective 
franchisee along with the Basic 
Disclosure Document, and if the Basic 
Disclosure notes the existence of such 
other document. 

Example of Disclosure 

(1) Kiddycare Co. sets minimum quality 
standards and specifications for interior 
design, including carpeting, draperies, wall 
paints and furnishings, including desks, 
tables, chairs and lighting. 

The franchisee is required to purchase toys, 
educational games, arts and crafts supplies, 
and playground equipment (including swing 
set, jungle gym. and teeterboards) from the 
franchisor. 

Kiddycare illuminated signs must be 
purchased from either Signo Co.. 1754 
Wilkshire Pike. Oklahoma City, Oklahoma, or 
Kidco Co., 154 Subsidiary Lane. Omaha. 
Nebraska. 

Other than the items described above, 
there are no other items which Kiddycare 
requires its franchisees to purchase, lease or 
rent. Obviously, Kiddycare franchisees, like 
other businessmen, will need to purchase the 
customary and usual type and amount of 
business supplies like cash registers, 
stationery, etc. 

These requirements are included in order 
to assure the health and safety of customers. 

(2) /Assume the same fact example set 
forth in the discussion of § 436.1(a)(9) above.) 

The franchisee is required to purchase a 
minimum of three vending machines from the 
franchisor. In addition, the franchisee is 
required to purchase at least $300 worth of 
initial inventory of his or her choice. 

This requirement is included to ensure the 
franchisor of minimum economies of scale. 


§ 436.1(a)(ll) Revenues Received by the 
Franchisor in Consideration of 
Purchases by a Franchisee] 

Rule 

(11) A description of the basis for 
calculating, and, if such information is readily 
available, the actual amount of, any revenue 
or other consideration to be received by the 
franchisor or persons affiliated with the 
franchisor from suppliers to the prospective 
franchisee in consideration for goods or 
services which the franchisor requires or 
advises the franchisee to obtain from such 
suppliers. 

Explanation 

Disclosure is limited to situations in 
which (a) the supplier (or group of 
suppliers) is a required or advised 
source of franchisee purchases and (b) 
the rebate is received by the franchisor 
as a result of such purchases by the 
franchisee. The term “rebate” refers to 
any revenue or other monetary or non¬ 
monetary consideration, including but 
not limited to cash payments in the form 
of “kickbacks” or commissions. Volume 
discounts resulting solely from a 
franchisor's own purchases for its own 
use (as opposed to purchases which 
later are resold to franchisees) need not 
be disclosed. 

Franchisors must describe both the 
basis for calculating rebates and the 
amount received by them or their 
affiliates. If the franchisor is reasonably 
capable of computing the exact amount 
of the rebate, he must do so; otherwise 
an estimate may be set forth. 

Example of Disclosure 

(1) [Assume the same fact example set 
forth in the discussion of § 436.1(a)(9) above). 
The franchisor receives a flat 4 percent 
commission from Acme Company on all fruit 
juice sold to franchisees. In recent years, the 
total commissions received have ranged from 
$2,500 to $3,000 annually. 

(2) Food Services Supply Co., an affiliate of 
the Fast Food Compnay, has an annual 
discount arrangement with Herd Ovens, Inc., 
a manufacturer of pizza ovens, under which it 
receives credits or rebates from Herd based 
on 5% of the annual volume of purchases 
made by Fast Food franchisees. The rebate 
for 1979 has not been received, nor has the 
company received a breakdown from Herd 
Ovens of accrued rebates to date. In 1977 it 
received a $2,500 rebate and in 1978 it 
received a $2,750 rebate. 

§ 436.1(a)(12) [Financing 
Arrangements] 

Rule 

(12) (i) A statement of all the material terms 
and conditions of any financing arrangement 
offered directly or indirectly by the 
franchisor, or any person affiliated with the 
franchisor, to the prospective franchisee; and 

(ii) A description of the terms by which any 
payment is to be received by the franchisor 
from (A) any person offering financing to a 


prospective franchisee; and (B) any person 
arranging for financing for a prospective 
franchisee. 

Explanation 

Disclosures should describe the 
material terms of financing 
arrangements offered to the franchisee, 
where such financing is to be made 
directly by the franchisor or any 
affiliated person, or indirectly through 
third parties who lend money to 
franchisees as a result of an 
arrangement with or through the 
intercession of the franchisor. Material 
terms would include, for example, the 
name and address of the lender; the 
maximum amount to be financed; the 
term and annual percentage rate of the 
loan; any required collateral; repayment 
rights and penalties; and provisions in 
the event of default. Where such terms 
vary over time and from offer to offer 
(such as interest rates) the franchisor 
should indicate the range of such terms 
which have been offered in the recent 
past. 

The franchisor must describe any 
rebate to be received by it, or an 
affiliate, from a third person arising out 
of or in consideration of a franchisee’s 
financing arrangement, such as a 
finder’s fee. 

Neither open account financing 
payable within 90 days nor franchise 
fees payable, without interest, over a 
period of time, need be disclosed under 
this section. 

Example of Disclosure 

A cash downpayment of $2,500 of the 
$7,500 franchise fee is required. Financing for 
the balance ($5,000) is available from Allied 
Co., Inc., a subsidiary of the franchisor. The 
terms of such financing, which are negotiable 
and subject to change, are contained in a 
monthly installment note to be signed by the 
franchisee. In the past two years, the interest 
rate has ranged from 8%% to 10%% per 
annum. 

The note is secured by the equipment on 
the franchisee’s premises; the indebtedness 
may be prepaid in full without prepayment 
penalty; there is no acceleration of payment 
of principal upon default; and the franchisee 
waives no defenses. The franchisor receives 
no payment from any person offering 
financing, or arranging for the placement of 
financing, for a prospective franchisee. 

§ 436.1(a)(13) [Restriction of Sales] 
Rule 

(13) A statement describing the material 
facts of whether, by the terms of the 
franchise agreement or other device or 
practice, the franchisee is: 

(i) Limited in the goods or services he or 
she may offer for sale; 

(ii) Limited in the customers to whom he or 
she may sell goods or services; 
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(iii) Limited in the geographic area in which 
he or she may offer for sale or sell goods or 
services; or 

(iv) Granted territorial protection by the 
franchisor, by which, with respect to a 
territory or area, (A) the franchisor will not 
establish another, or more than any fixed 
number of, franchises or company-owned 
outlets, either operating under, or selling, 
offering, or distributing goods commodities or 
services, identified by any mark set forth 
under this paragraph (a)(l)(iii); or (B) the 
franchisor or its parent will not establish 
other franchises or company-owned outlets 
selling or leasing the same or similar products 
or services under a different trade name, 
trademark, service mark, advertising or other 
commercial symbol. 

Explanation 

This provision requires a description 
of whether the franchisee is: 

(i) Limited in the type of products or 
services it may sell; 

(ii) Limited in the customers to whom it 
may sell; 

(iii) Limited in the geographic area in which 
it may sell; or 

(iv) Granted territorial protection by the 
franchisor. 

Any of the foregoing limitations or 
grants may result from specific terms of 
the franchise agreement or any “other 
device or practice” instituted by the 
franchisor, such as written or verbal 
understandings, or provisions in other 
agreements. With respect to the 
limitations described above, the 
disclosure must describe the specific 
limitation(s) involved and the 
franchisor's reason(s) for imposing such 
limitation(s). In addition, disclosures 
should be made concerning any 
limitation of a franchisee’s right to sell 
competing goods or services, or any 
requirement that, with respect to the 
franchisor's goods or services, either (a) 
all must be offered for sale or (b) some 
may not be offered for sale. The 
description of any geographic limitation 
on a franchisee should include the 
typical boundaries of such area. If the 
franchisee is limited to selling goods or 
services from a particular location this 
fact should also be disclosed. If the size 
of the franchisee's selling area is subject 
to negotiation, this must also be 
indicated. 

Descriptions about exclusive 
franchisee sales areas or areas of 
territorial protection should include (a) 
the typical boundaries of such area, (b) 
a description of the territorial 
restrictions imposed on the franchisor or 
an affiliate limiting the number of 
franchises or company-owned outlets 
for the operation of a business using the 
same trade names, trademarks, service 
marks or logos to be used by the 
franchisee within the area or territory 
granted by the franchisor, and (c) a 


description of the territorial restrictions 
imposed on the franchisor and its parent 
limiting the number of franchise or 
company-owned outlets for the 
operation of a business selling or leasing 
“the same or similar products or 
services” under marks within the area 
or territory granted by the franchisor. 
With respect to (c), the phrase “same or 
similar products or services” is intended 
to be interpreted as involving only 
closely interchangeable items which are 
in relatively direct competition. For 
example, a fast food hamburger outlet 
would be considered to be selling a 
product which was “the same [as] or 
similar” to a fast food chicken outlet but 
not the “same [as] or similar” to a 
relatively expensive steak house or an 
ice cream outlet or a cheese store. 
Although all of the stores sell food, only 
the chicken outlet would, for the 
purpose of this disclosure section, sell 
products which involve closely 
interchangeable items in relatively 
direct competition to the hamburger 
outlet. 

Example of Disclosure 

The Franchise Agreement provides that the 
franchisee is required to sell all the goods 
enumerated by Happy Ice Cream Company in 
its operating manual. The franchisee is 
precluded from offering any goods not 
specifically approved by the franchisor, and 
violation of this restriction may result in 
termination of the franchise relationship. This 
requirement has been imposed to assure 
uniform flavor quality. The franchisee is not 
limited in the customers to whom it may sell 
the franchise goods. 

The franchisee is restricted to sales from 
the franchise premises and may not, without 
explicit authorization of the franchisor, open 
or operate another outlet. This restriction has 
been imposed to permit the franchisor to offer 
exclusive sales areas. 

A Happy Ice Cream franchisee is granted 
an exclusive territory, which generally 
encompasses a five-mile radius from the 
franchised outlet. The specific size of the 
territory is subject to negotiation and will be 
included in the franchise agreement. The 
franchisor will not establish another Happy 
Ice Cream franchise of a company-owned 
Happy Ice Cream store within the exclusive 
territory. Additionally, the franchisor will not 
establish or operate a company-owned outlet 
or grant a franchise to sell similar products 
under a different trade name or mark within 
the franchisee's exclusive territory. 

§ 438.1(a)(14) [Personal Participation 
Required of the Franchisee in the 
Operation of the Franchise] 

Rule 

(14) A statement of the extent to which the 
franchisor requires the franchisee (or, if the 
franchisee is a corporation, any person 
affiliated with the franchisee) to participate 
personally in the direct operation of the 
franchise. 


Explanation 

This section requires a statement of 
the extent to which the franchisee’s 
personal participation in the direct 
operation of the franchise business is 
required by the terms of the franchise 
agreement or other written or verbal 
instructions from the franchisor. A brief 
description of the type of activities 
which constitute such participation 
should be included. If the franchisee is a 
corporation, the statement should 
indicate whether any specific director or 
employee thereof must personally 
participate in the direct operation of the 
franchise business. 

Example of Disclosure 

An individual franchisee is required to be 
on the premises of the franchise business at 
least 4 hours a day. and to be available 
during the remaining 6 hours of operation 
pursuant to Section 7 of the Operating 
Manual. While on the business premises, the 
franchisee manages, supervises employees 
and. depending on customer traffic, assists in 
the servicing of customers. The franchisor 
does not require any personal participation of 
any person affiliated with a corporate 
franchisee. 

§ 436.1(a)(15) [Termination, 
Cancellation, and Renewal of the 
Franchise] 

Rule 

(15) A statement disclosing, with respect to 
the franchise agreement and any related 
agreements: 

(i) The term {Lb., duration of arrangement), 
if any, of such agreement, and whether such 
term is or may be affected by any agreement 
(including leases or subleases) other than the 
one from which such term arises; 

(ii) The conditions under which the 
franchisee may renew or extend; 

(iii) The conditions under which the 
franchisor may refuse to renew or extend: 

(iv) The conditions under which the 
franchisee may terminate; 

(v) The conditions under which the 
franchisor may terminate; 

(vi) The obligations (including lease or 
sublease obligations) of the franchisee after 
termination of the franchise by the 
franchisor, and the obligations of the 
franchisee (including lease or sublease 
obligations) after termination of the franchise 
by the franchisee and after the expiration of 
the franchise; 

(vii) The franchisee’s interest upon 
termination of the franchise, or upon refusal 
to renew or extend the franchise, whether by 
the franchisor or by the franchisee; 

(viii) The conditions under which the 
franchisor may repurchase, whether by right 
of first refusal or at the option of the 
franchisor (and. if the franchisor has the 
option to repurchase the franchise, whether 
there will be an independent appraisal of the 
franchise, whether the repurchase price will 
be determined by a predetermined formula 
and whether there will be a recognition of 
goodwill or other intangibles associated 
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therewith in the repurchase price to be given 
the franchisee): 

(ix) The conditions under which the 
franchisee may sell or assign all or any 
interest in the ownership of the franchise, or 
of the assets of the franchise business; 

(x) The conditions under which the 
franchisor may sell or assign, in whole or in 
part its interest under such agreements; 

(xi) The conditions under which the 
franchisor may modify; 

(xii) The conditions under which the 
franchisee may modify; 

(xiii) The rights of the franchisee’s heirs or 
personal representative upon the death or 
incapacity of the franchisee; and 

(xiv) The provisions of any covenant not to 
compete. 

Explanation 

This section requires the disclosure of 
information set forth in 14 subsections, 
all concerning the rights and obligations 
of the franchisor and franchisee upon 
termination, modification, or renewal of 
the franchise. The disclosures relating to 
each subsection should: (a) be set forth 
in a separate paragraph; (b) describe the 
provision(s) of the franchise agreement 
and any companion agreement(s] which 
are relevant to the category, or, if no 
provisions exist, such fact also should 
be stated; and (c) describe franchisor 
policies which, although not part of any 
franchise agreement, nevertheless are 
germane to the subsection. 

Subsections (ii-v) should include a 
discussion of how and when renewals, 
extensions and terminations are effected 
or refused. If the franchise agreement 
may be materially modified when 
renewed or extended, this fact should be 
noted. 

Subsection (vi) should include a 
description of the respective parties* 
material obligations to each other with 
respect to real estate lease or 
ownership, equipment, financing 
arrangements, etc., following 
termination, renewal or extension. 

Subsection (vii) should include a 
description of what interest the 
franchisee has upon termination or 
refusal to renew, and what means are 
used to determine such interest, 
including valuation of leases, assets of 
the business, and goodwill. 

Subsection (viii) should include a 
description of when and under what 
conditions the franchisor may 
repurchase all or a part interest in the 
franchise. The disclosure should 
indicate whether the franchisor has an 
exclusive option or right of first refusal. 

Subsection (xiv) should include a 
description of any restrictions on the 
franchisee’s other businesses or 
employment during and after the term of 
the franchise agreement including but 
not limited to. restrictions relating to 
geographic areas, customers, and 


products, and the applicable time period 
of any such restrictions. 

Example of Disclosure 

1. The initial term of the Bull-Pen franchise 
agreement is 10 years from the date of 
execution. The term is subject to the renewal 
of a 7-year lease of the premises; further, if 
the lease is terminated for any cause. MAR. 
Inc. (franchisor) has the right to terminate the 
franchise agreement before the expiration of 
the initial term. No other agreement affects 
the initial term of the franchise. 

2. Upon expiration of the initial term, the 
franchisee has the right to renew the 
franchise for an additional 5 years by the 
execution of a new franchise agreement, and 
such other necessary companion agreements. 
These new agreements may differ materially 
from those presently used by MAR, Inc. 

3. MAR. Inc. has the right to refuse to 
renew the franchise if the franchisee has 
been cited more than twice during the initial 
term for failure to comply with MAR’s quality 
control standards. If MAR, Inc., intends to 
refuse to renew the franchise, it will notify 
the franchisee in writing 90 days before the 
expiration of the franchise agreement. 

4. The franchisee may terminate the 
agreement if MAR, Inc. fails to comply with 
any of the provisions of the agreement, and if 
the franchisee notifies MAR. Inc. of such 
failure, giving MAR, Inc. 60 days to cure the 
failure. If MAR, Inc. does not comply to the 
franchisee’s satisfaction during that period, 
the franchisee may terminate the agreement 
45 days thereafter. The franchisee may also 
terminate the franchise agreement if MAR, 
Inc. has failed, within 1 year after execution 
of the agreement, to construct a Bull-Pen 
Restaurant for the franchisee. 

5. MAR. Inc. may terminate the franchise if 
any of the following occurs: (1) the franchisee 
fails to conform to the terms of the agreement 
relating to the use of trademark “Bull-Pen”; 

(2) the lease on the premises is terminated for 
any reason; (3) the franchisee files a petition 
in bankruptcy or makes an assignment for the 
benefit of creditors; or (4) the franchisee fails 
to comply with any provision of the franchise 
agreement, provided that MAR, Inc. notifies 
the franchisee in writing of such failure and 
gives the franchisee 60 days to correct such 
failure. If the franchisee fails to correct the 
situation. MAR, Inc. may terminate the 
franchise 30 days thereafter. 

6. The obligations of the franchisee after 
either the termination or the expiration of the 
franchise (either by the franchisor or the 
franchisee) are as follows: 

(1) franchisee is obligated to pay royalties, 
advertising fees, and other charges owed to 
franchisor. 

(2) franchisee shall not hold himself out as 
a "Bull-Pen” franchisee, and shall cease the 
use of trademarks, processes, materials, 
methods, or promotional materials provided 
by MAR. Inc.; he shall take all necessary 
steps to disassociate himself from “Bull-Pen,'* 
including the removal of signs, destruction of 
letterheads, changing of telephone listings, 
eta, 

(3) franchisee shall return to franchisor all 
manuals and training and promotional aids, 
and 

(4) franchisee shall assign the remainder of 
the lease to franchisor. 


7. The franchisee relinquishes all interest of 
every kind and description in the franchise 
upon termination or expiration of the 
franchise agreement. The franchisor shall 
purchase from the franchisee, at fair market 
values determined by the franchisor, all of 
the franchisee’s right title and interest in all 
inventory, supplies, and equipment on the 
premises. The franchisee receives no 
payment for equity with regard to the Bull- 
Pen trademark, or for goodwill established 
either prior to or during the operation of the 
franchise. 

B. MAR. Inc. has an option to repurchase 
the franchisee’s right, title and interest in and 
to the business developed under the Bull-Pen 
trademark during the term of the franchise 
agreement whenever the franchisee commits 
an act of default under the terms of the 
agreement, /.e, becomes insolvent, fails to 
make a refund payment to the franchisor 
within 15 days of the due date, or fails to 
comply with any health, safety or quality 
edict, given to it by the franchisor, within 20 
days of such delivery. The purchase price 
will be the fair market value of the assets 
being purchased, as determined by the 
franchisor. There will be no independent 
appraisal of the assets, and no predetermined 
formula for the appraisal. There will be no 
payment in recognition of goodwill or other 
intangibles. The franchisor also has a right of 
first refusal whenever the franchisee seeks to 
assign all or any interest in the franchise to a 
third party. 

9. During the term of the agreement, the 
franchisee may not sell, assign, transfer, 
convey or encumber any interest in the Bull- 
Pen Franchise without prior written consent 
of MAR, Inc. Any attempted sale will trigger 
a right of first refusal for the franchisor to 
match the terms of the requested sale. This 
right may be exercised for a period of 14 days 
after notification by the franchisee of the 
sale. Notwithstanding the franchisor’s 
decision not to match the terms of the sale, 
the franchisor may disapprove a sale, 
assignment, transfer, conveyance or 
encumbrance whenever it determines that the 
proposed action is not in the best interest of 
the franchise or the other franchises. All 
approvals shall be subject to such terms and 
conditions as may be prescribed by MAR, 

Ina 

10. MAR. Ina has the right to sell or assign 
the agreement in whole or in part in its 
discretion. 

11. The agreement may be modified only if 
MAR. Inc. and franchisee agree to the 
modification in writing. 

12. Same as 11. 

13. In the event of the death or incapacity 
of the franchisee, the franchisor will purchase 
the franchise in the same manner as noted 
above with respect to repurchase upon 
termination or expiration of the franchise 
agreement. 

14. The franchisee neither shall be 
employed by nor have any financial or 
ownership interest in a business selling goods 
or services sold under the franchise 
agreement during the term of and for a period 
of 1 year from termination, transfer, or 
expiration of the franchise agreement, if such 
business is located within a 10-mile radius of 
the franchise outlet owned by the franchisee. 
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There are no restrictions on a franchisee’s 
solicitation of customers of the franchise 
business for ventures other than for those 
businesses to which the restrictions 
described above would apply. 

§ 436.1(a)(16) [Statistical Information 
Concerning the Number of Franchises 
(and Company-Owned Outlets)] 

Rule 

(16) A statement disclosing, with respect to 
the franchisor and as to the particular named 
business being offered; 

(i) The total number of franchises operating 
at the end of the preceding Fiscal year, 

(ii) The total number of company-owned 
outlets operating at the end of the preceding 
Fiscal year; 

(iii) The names, addresses, and telephone 
numbers of (A) the 10 franchised outlets of 
the named franchise business nearest the 
prospective franchisee's intended location; or 
(B) all franchisees of the franchisor, or (C) all 
franchisees of the franchisor in the state in 
which the prospective franchisee lives or 
where the proposed franchise is to be 
located, provided, however, that there are 
more than 10 such franchisees. If the number 
of franchisees to be disclosed pursuant to 
subparagraph (B) or (C) exceeds 50, such 
listing may be made in a separate document 
delivered to the prospective franchisee with 
the prospectus if the existence of such 
separate document is disclosed in the 
prospectus; 

(iv) The number of franchises voluntarily 
terminated or not renewed by franchisees 
within, or at the conclusion of, the term of the 
franchise agreement, during the preceding 
fiscal year; 

(v) The number of franchises reacquired by 
purchase by the franchisor during the term of 
the franchise agreement and upon the 
conclusion of the term of the franchise 
agreement, during the preceding Fiscal year; 

(vi) The number of franchises otherwise 
reacquired by the franchisor during the term 
of the franchise agreement, and upon the 
conclusion of the term of the franchise 
agreement, during the preceding fiscal yean 

(vii) The number of franchises for which 
the franchisor refused renewal of the 
franchise agreement or other agreements 
relating to the franchise during the preceding 
fiscal yean and 

(viii) The number of franchises that were 
cancelled or terminated by the franchisor 
during the term of the franchise agreement, 
and upon conclusion of the term of the 
franchise agreement, during the preceding 
fiscal year. 

With respect to the disclosures required by 
subparagraphs (v), (vi). (vii) and (viii). the 
disclosure statement shall also include a 
general categorization of the reasons for such 
reacquisitions, refusals to renew or 
terminations, and the number falling within 
each such category, including but not limited 
to the following: failure to comply with 
quality control standards, failure to make 
sufficient sales, and other breaches of 
Contract. 


Explanation 

This paragraph requires disclosure of 
the total number of operating franchises 
and company-owned outlets of the 
franchisor, as well as the number of 
franchises which the franchisor has 
terminated, failed to renew or 
reacquired during the preceding Fiscal 
year. It also requires disclosure of the 
number of franchises voluntarily 
terminated or not renewed By the 
franchisee. 

The franchisor may comply with 
subsection (iii) disclosures by any one of 
three methods: (a) listing the ten 
franchised outlets nearest the 
prospective franchisee’s intended 
location (or all franchise units if fewer 
than ten); (b) listing all franchisees; or 
(c) listing all franchisees located in 
either the state where the prospective 
franchisee will locate its business or 
where the prospective franchisee lives. 
This latter alternative is especially 
helpful if the proposed business location 
of the potential franchisee is unknown. 
Method (c) may be utilized only if the 
list will contain more than ten 
franchisees. If either method (b) or (c) is 
chosen, and such list contains more than 
50 franchisees, the list may be given to 
the prospective franchisee separate from 
the Basic Disclosure Document, as long 
as the Basic Disclosure Document 
references the existence of the list, and 
the list is given to the prospective 
franchisee at the same time as the Basic 
Disclosure Document. 

Subsection (iv) refers only to those 
situations in which the termination or 
non-renewal resulted soley from the 
franchisee’s own preference. 
Furthermore, it is limited to those events 
occurring during the franchisor’s 
preceding fiscal year. 

Subsections (v-viii) refer to 
terminations by the franchisor by means 
of reacquisition, non-renewal or 
cancellation. It, too, is limited to those 
events occurring during the franchisor’s 
preceding fiscal year. Subsection (v) 
covers reacquisitions resulting from 
voluntary purchase from franchisees. 
Subsection (vi) covers reacquisitions 
resulting from franchisee bankruptcy, 
triggered by the death or incapacity of 
the franchisee, or “otherwise 
reacquired." Subsection (vii) covers 
reacquisitions resulting from refusal to 
renew under the terms of the franchise 
agreement or any ancillary agreements 
[e.g., lease or purchasing agreements). 
Subsection (viii) covers reacqusitions 
resulting from termination or 
cancellation. The disclosure 
accompanying the number of franchises 
for each subsection (v-viii) should state 
the general reason for the reacquisition, 


such as “failure to comply with quality 
control standards’’ or “failure to make 
sufFicient sales.” The franchisor is not 
required to disclose either the name or 
any other identifying information about 
any terminated franchisee. 

Examplp of Disclosure 

As of December 31,1977, Hudson, Inc. had 
212 franchised Hudson Inns and 14 company- 
owned outlets in operation. A list of the 
names, addresses and telephone numbers of 
all franchisees is attached hereto as 
Appendix C. 

In the preceding Fiscal year, 5 franchisees 
chose not to renew their franchise at the 
conclusion of their franchise agreements and 
6 franchisees terminated their franchise 
relationship during the term of the franchise 
agreement. During the same period. Hudson. 
Inc. has repurchased 6 franchises during the 
term of the franchise agreement through the 
exercise of its right of refusal. In addition, 
Hudson. Inc. has reacquired 2 franchises 
because of the bankruptcy of the franchisee. 

Hudson, Inc. has not refused to renew any 
of its franchises during the previous Fiscal 
year. It has. however, terminated 3 franchised 
outlets; 2 of these were terminated for failure 
to comply with the franchisor's quality 
control standards, and 1 for having failed to 
maintain his bookkeeping system in 
accordance with the franchise agreement. 

§ 436.1(a)(17) [Site Selection] 

Rule 

(17)(i) If site selection or approval thereof 
by the franchisor is involved in the franchise 
relationship, a statement disclosing the range 
of time that has elapsed between signing of 
franchise agreements or other agreements 
relating to the franchise and site selection, for 
agreements entered into during the preceding 
Fiscal year; and 

(ii) If operating franchise outlets are to be 
provided by the franchisor, a statement 
disclosing the range of time that has elapsed 
between the signing of franchise agreements 
or other agreements relating to the franchise 
and the commencement of the franchisee’s 
business for agreements entered into during 
the preceding fiscal year. 

With respect to the disclosures required by 
subparagraphs (a)(17) (i) and (ii). a franchisor 
may at its option also provide a distribution 
chart using meaningful classiFications with 
respect to such ranges of time. 

Explanation 

The disclosures required by this 
section concern the selection or 
approval of a site for the proposed 
franchise outlet and the timeframes for 
such activity, based on the franchisor’s 
experience in the preceding Fiscal year. 
Franchisor approval is present 
whenever it is required by explicit 
contractual agreement as well as 
through other indirect means of 
controlling or strongly influencing site 
selections, such as, for example, 
requirements in operating manuals 
relating to sufFicient customer parking or 
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customer traffic specifications. If the 
franchisor does not select or approve a 
site, a statement to such effect will 
suffice. Location clauses limited to 
general geographic areas like counties or 
cities, where the actual location within 
such geographic area is left solely to the 
franchisee’s discretion, need not be 
described. 

In listing the ranges of time between 
events requiring disclosure, the 
disclosure may include a distribution 
chart using meaningful classifications 
for the data therein presented. This 
chart may show different ranges of time 
depending on size or location, e.g., 
highway, shopping center, urban, rural, 
etc. 

Example of Disclosure 

The franchise agreement obligates the 
franchisor to select the site and provide an 
operating outlet for the franchisee. During the 
past fiscal year, the average length of time 
between the signing of the Franchise 
Agreement and the selection of a site for the 
Doe Burger Restaurant franchise was two to 
four months, and the typical length of time 
between the signing of the franchise 
agreement and the opening of the franchisees’ 
business was six to eight months (or 
approximately four months after the site was 
selected). 

§ 436.1(a)(18) [Training Programs] 

Rule 

(18) If the franchisor offers an initial 
training program or informs the prospective 
franchisee that it intends to provide such 
person with initial training, a statement 
disclosing: 

(i) The type and nature of such training; 

(ii) The minimum amount, if any, of training 
that will be provided to a franchisee; and 

(iii) The cost, if any. to be borne by the 
franchisee for the training to be provided, or 
for obtaining such training. 

Explanation 

This section requires disclosures 
relating to the franchisor’s training 
program. The required disclosure is 
limited in scope to the training the 
franchisor offers at the beginning of the 
franchise relationship—that is. from the 
period after the execution of the 
franchise agreement through shortly 
after the actual commencement of the 
franchise business. The franchisor is 
required to disclose (a) the type and 
nature of the initial training; (b) the 
minimum amount, if any, of training that 
will be provided; and (c) the cost if any, 
to be borne by the franchisee for such 
training. 

By ’’type and nature”, the Commission 
intends a description of the general 
content of the initial training program, 
including all elements of such training. 
Among the factors that should be 
disclosed are the location of the training 


program [e.g., franchisor’s headquarters, 
franchised outlet, by mail, etc.) the 
persons for whom training is either 
available or required [e.g., franchisee, 
manager, or employees), the 
instructional method, and whether the 
franchisor requires the trainee to attain 
a stated level of performance [e.g., 
satisfactory completion). 

Disclosure about the cost to 
franchisees for such training should 
include the charges for the training, as 
well as personal expenses such as 
transportation, food and lodging. 
Estimates of expenses to the franchisees 
may be used if exact amounts are 
unknown or not easily calculated. The 
franchisor, at its option, may describe 
any additional training available to 
franchisees during the term of the 
franchise relationship. 

Example of Disclosure 

The management training program of the 
franchisor is conducted at Doe's Management 
Center, located in Neptune. New Jersey. The 
Center provides a training program for all 
new franchisees which must be completed 
prior to opening the franchise outlet. The 
training combines both classroom instruction 
and training in a special company-owned 
outlet Classroom instruction covers food 
preparation, equipment operation, cost 
control, stock ordering, accounting principles 
and basic techniques of management. In 
addition to classroom instruction, an on-the- 
job training course is mandatory for each 
franchisee and each person responsible for 
the daily operation of a Doe Burger's 
Restaurant. The minimum amount of training 
that the franchisee will receive is two weeks. 
The training program is offered free of charge 
to the franchisee and his/her supervisory 
employees: except that the franchisee is 
responsible for costs such as room, board and 
transportation. Franchisee costs for room and 
board in the Neptune. New Jersey area are 
approximately $50 per day per person. 

§ 436.1(a)(19) [Public Figure 
Involvement in the Franchise) 

Rule 

(19) If the name of a public figure is used in 
connection with a recommendation to 
purchase a franchise, or as a part of the name 
of the franchise operation, or if the public 
figure is stated to be involved with the 
management of the franchisor, a statement 
disclosing: 

(i) The nature and extent of the public 
figure’s involvement and obligations to the 
franchisor, including but not limited to the 
promotional assistance the public figure will 
provide to the franchisor and to the 
franchisee; 

(ii) The total investment of the public figure 
in the franchise operation; and 

(iii) The amount of any fee or fees the 
franchisee will be obligated to pay for such 
involvement or assistance provided by the 
public figure. 


Explanation 

This section requires the disclosure of 
the role of a “public figure” if his or her 
name is (1) used as part of the name of 
the franchise operation, or (2) used in 
connection with a recommendation to 
purchase a franchise, or (3) stated to be 
involved with the management of the 
franchisor. The term “public figure” 
refers to a person whose identity would 
be known to a substantial portion of the 
public either nationally or within the 
geographic area in which the franchise 
is sold, such as a person who has 
achieved prominence in sports, 
entertainment or public affairs. The term 
does not include non-living or 
fictionalized characters. 

Disclosure is not required if the public 
figure’s representations are limited to 
product endorsements, unless the 
endorsement also either includes a 
recommendation to purchase a franchise 
or suggests that the individual is 
affiliated with the franchisor’s 
management. Moreover, even if the 
public figure is associated with the 
franchisor’s management [e.g. a 
director), no disclosure is required 
unless such association is highlighted (i) 
in connection with a recommendation to 
purchase a franchise, (ii) as part of the 
name of the franchise operation, or (iii) 
as a communicated factor in describing 
the management structure of the 
franchisor. 

The disclosure with respect to a 
public figure involvement should discuss 
the terms of the agreement with the 
public figure, including compensation 
and the franchisee's rights or 
restrictions in utilizing the public figure’s 
personal appearances, name or likeness. 
If the public figure is stated to be 
involved with the actual management of 
the franchisor, the statement should 
describe the person's title and 
responsibilities. 

The franchisor also must disclose the 
public figure's total investment, if any, in 
the franchise operation, including a 
description of the type of investment, 
e.g., common stock, notes, eta 

Example of Disclosure 

MAR, Inc., the franchisor, has a 20-year 
exclusive agreement with the famous tennis 
player Paul Showdorf to use his name and 
likeness in the promotion of Paul’s Palace 
Restaurant franchises. A likeness of Mr. 
Showdorf will appear on all outdoor signs, 
napkins and placemats. Mr. Showdorf will 
receive $250,000 per year in compensation. 

Mr. Showdorf is obligated to make 12 
commercials per year for national circulation 
and is obligated to appear at the grand 
opening of each Paul’s Palace Restaurant. Mr. 
Showdorf has not invested in the franchise 
operation. The services outlined above are 
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provided by the franchisor as part of the 
franchise agreement. 

§ 436.1(a)(20) [Financial Information 
Concerning the Franchisor! 

Rule 

(20}(i) A balance sheet (statement of 
financial position) for the franchisor for the 
most recent fiscal year, and an income 
statement (statement of results of operations) 
and statement of changes in financial 
position for the franchisor for the most recent 
3 fiscal years. Such statements are required 
to have been examined in accordance with 
generally accepted auditing standards by an 
independent certified or licensed public 
accountant. Provided, however, that where a 
franchisor is a subsidiary of another 
corporation which is permitted under 
generally accepted accounting principles to 
prepare financial statements on a 
consolidated or combined statement basis, 
the above information may be submitted for 
the parent if (A) the corresponding unaudited 
financial statements of the franchisor are also 
provided and (B) the parent absolutely and 
irrevocably has agreed to guarantee all 
obligations of the subsidiary; 

(ii) Unaudited statements shall be used 
only to the extent that audited statements 
have not been made, and provided that such 
statements are accompanied by a clear and 
conspicuous disclosure that they are 
unaudited. Statements shall be prepared on 
an audited basis as soon as practicable, but, 
at a minimum, financial statements for the 
first full fiscal year following the date on 
which the franchisor must first comply with 
this Part shall contain a balance sheet 
opinion prepared by an independent certified 
or licensed public accountant, and financial 
statements for the following fiscal year shall 
be fully audited. 

Explanation 

Required disclosure includes a 
balance sheet (statement of financial 
position) for the franchisor’s most recent 
fiscal year, an income statement 
(statement of results of operations) for 
the most recent three Fiscal years, and a 
statement of changes in financial 
position for the most recent three Fiscal 
years. These Financial statements must 
be accompanied by an opinion from an 
independent certified or licensed public 
accountant that the statements have 
been examined in accordance with 
generally accepted auditing standards of 
the United States. The opinion may be 
“qualified” or contain disclaimers if the 
accountant believes that the 
circumstances so warrant. An 
“independent or licensed public 
accountant” is an accountant who is 
permitted under the law of such person's 
State to prepare opinions on audited 
statements and is independent of the 
company being examined. 

Financial statements prepared and 
filed with the Securities and Exchange 
Commission in accordance with SEC 


Regulation S-X and the SEC’s 
Accounting Series Releases may be 
used, even though their preparation may 
differ in minor respects from generally 
accepted accounting principles. 

If the franchisor is a subsidiary of 
another company, the parent company’s 
audited financial statements may be 
used in lieu of the franchisor's 
statements if the parent’s financial 
statements are prepared on a combined 
or consolidated basis according to 
generally accepted accounting 
principles, provided that the franchisor's 
unaudited statements also are included. 
In such circumstances the parent must 
absolutely and irrevocably agree to 
guarantee to the franchisee all 
obligations of the franchisor under the 
franchise agreement and related 
agreements, and as set forth in the Basic 
Disclosure Document. This guarantee 
should appear in conjunction with the 
financial statements. 

Franchisors may use unaudited 
Financial statements (or those of their 
parents) if they lack audited statements 
for the fiscal years to be reported when 
they are first required to furnish a Basic 
Disclosure Document. However, the rule 
limits the length of time that unaudited 
statements may be used. Subsection (ii) 
requires that financial statements for the 
first year following the date when the 
franchisor first is required to comply 
with the rule must contain a balance 
sheet opinion prepared by an 
independent certified or licensed public 
accountant. A franchisor is "first 
required to comply with the rule” the 
first time it ever is required to distribute 
the Basic Disclosure Document to a 
prospective franchisee. Thus, a 
franchisor who is not now recruiting 
franchisees need not furnish a Basic 
Disclosure Document until such time as 
it resumes recruiting. 

In practice, subsection (ii) will give 
franchisors who presently lack audited 
Financials at least two complete fiscal 
years to begin reporting on an audited 
basis. For example, assume that a 
franchisor who lacks audited Financials 
first disseminates a Basic Disclosure 
Document in the middle of its 1980 fiscal 
year. In such circumstance, it may use 
its unaudited 1979 fiscal year balance 
sheet in that document. Within 90 days 
after the close of its 1980 fiscal year, a 
revised disclosure document for the 
franchisor’s 1981 fiscal year must be 
prepared. This new Basic Disclosure 
Document would contain the 
franchisor’s fiscal 1980 financial 
information. These financials need not 
be audited (unless they were, in fact, 
previously prepared on an audited 
basis) since the franchisor’s fiscal 1980 


was not a full fiscal year from the date 
when the franchisor was first required 
to comply with the rule [i.e., give out a 
disclosure document). However, the 
franchisor’s Basic Disclosure Document 
the next year, i.e., for fiscal year 1982, 
would contain a balance sheet opinion 
with respect to its 1981 Financial 
statements. A "balance sheet opinion." 
in accounting terminology, consists of an 
opinion by an independent certified or 
licensed public accountant that the 
balance sheet presents fairly the 
financial position of the company, in 
conformity with generally accepted 
accounting principles consistently 
applied and that the accountant has 
performed the analyses and 
examinations required in conformity 
with generally accepted accounting 
principles. The Basic Disclosure 
Document for fiscal year 1983 would 
contain fully certified financial 
statements for Fiscal Year 1982. 

A tabular summary of the above- 
described example is as follows: 


Franchisor 
fiscal year 

Required 
financial 
statement for 
fiscal year 
ending 

Type of statement required 

1980.. 

1979_ 

Unaudited. 

1961_ 

1980. 

Unaudited. 

1982. 

1981.... 

Balance sheet opinion. 

1983_ 

1982_ 

Fully certified 


While § 436.1(a)(20)(i) requires an 
income statement (statement of results 
of operations) and a statement of 
changes in financial position for each of 
the most recent three fiscal years, the 
rule does not require that such past 
information be audited if it has not in 
fact been audited or, if the franchisor 
has not been in business for that long. 
The obligation to report audited 
information arises only as financial 
statements are prepared on an audited 
basis, within the period set out in 
§ (a)(20)(ii). In the example noted above, 
the franchisor in fiscal 1983 would 
include audited statements for Fiscal 
year 1982, and unaudited income 
statements and statements of changes in 
financial position for fiscal 1981 and 
1980, indicating that such statements are 
unaudited. 

Whenever unaudited statements are 
used, they must be accompanied by a 
disclosure that the statement has not 
been audited by an independent 
certified or licensed public accountant. 
The format for unaudited financials 
should correspond as closely as possible 
to whatever consolidated financials also 
may appear. For example, if the 
consolidated balance sheet lists five 
categories of “current assets", the 
unaudited balance sheet should list the 
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same five categories if possible, for 
“current assets", rather than merely list 
an aggregate number for “current 
assets" without further elaboration. 

Where material changes occur in the 
information contained in the financial 
statements— i.e., changes which have a 
substantial likelihood of affecting a 
reasonable franchisee’s investment 
decision or which have a significant 
impact on a franchisee—the franchisor 
is required to give the prospective 
franchisee updated information as 
discussed in these guides in Chapter I 
An Overview of the Rule, Section C 
when disclosures must be made. Such 
updated information need not be 
audited. 

III. Use of Earnings Claims 

The rule does not require that any 
earning claims be made. However, if 
such claims are made, they may be 
made only in accordance with the 
provisions of Sections 436.1(bH e ) of the 
rule. Section 436.1(b) concerns claims of 
potential earnings; § 436.1(c) concerns 
claims of past earnings performance; 

§ 436.1(d) concerns segments of a 
disclosure document which describe the 
earnings claims that are made and 
§ 436.1(e) concerns earnings claims 
made in the media. 

The tprm earnings claim should be 
interpreted as including an oral, written 
or visual representation to a prospective 
franchisee or for general dissemination 
in the media which states or suggests a 
specific level or range of potential or 
actual sales, income, gross or net profits. 
Thus, it includes claims such as “earn a 
$10,000 profit” or “sales volume of 
$250,000“ or “earn up to $25,000 per year 
income.” It also includes the 
presentation of facts which suggests or 
from which a prospective franchisee 
easily could infer a specific level or 
range of income, sales or profits, such as 
“earn enough money to buy a new 
Porsche” or “100% return on investment 
within the first year of operation.” It 
does not include mere puffery, such as 
“make big money” or “opportunity of a 
lifetime.” The presentation of data, such 
as costs only, from which income or 
profits can be determined simply by 
arbitrarily selecting a sales figure, is 
considered to be an earnings claim 
subject to the provisions of the rule. All 
earnings claims—whether they be made 
directly to the prospective franchisee or 
in the media—must satisfy the following 
rule imposed standards: 

1. A reasonable basis must exist to 
support the accuracy of the claim. 

2. Material sufficient to substantiate 
the accuracy of the claim must be in the 
franchisor's possession at the time the 
claim is made. 


3. The claim must be geograpically 
relevant to the prospective franchisee’s 
proposed location (except for media 
claims discussed infra). These three 
standards are discussed separately 
below. 

In addition, any time an earnings 
claim is made, an Earnings Claim 
Document must be furnished to the 
prospective franchisee at the time 
required by the rule. 

A. Reasonable Basis 

The facts in the franchisor’s 
possession must reasonably support the 
earnings claim as it is likely to be 
understood by a reasonable prospective 
franchisee. These facts should constitute 
information upon which a prudent 
businessperson would rely in making an 
investment decision. Obviously, no rigid 
criteria can be established for the 
quality and quantity of information 
which constitutes the reasonable basis 
for a claim. 

With respect to projections of 
potential future earnings (436.1(b)), two 
publications prepared by the American 
institute of Certified Public Accountants 
suggest a number of criteria which 
contribute to the reasonableness of a 
forecast. These publications are 
Presentation and Disclosure of 
Financial Forecasts (August, 1975) 
(AICPA Pub. 75-4). and Guidelines for 
Systems for the Preparation of Financial 
Forecasts (Guideline Series No. 3 (1975). 
These factors include: 

(1) The quality of information upon which 
the forecast is based; 

(2) The degree to which the information 
upon which the forecast is based is the best 
information reasonably available to the 
franchisor at the time the forecast was made; 

(3) The degree to which the forecast is the 
single most probable result, given the 
information and assumptions on which the 
representation is based; 

(4) The degree to which the assumptions on 
which the forecast is based are. in 
themselves, reasonable and suitably 
supported; 

(5) Whether the forecast has been prepared 
with appropriate care and by qualified 
personnel; and 

(6) The degree to which previous forecasts 
have been accurate in predicting subsequent 
events. 

In citing these publications, the 
Commission is not suggesting that they 
are an exclusive test of what constitutes 
a reasonable basis; instead they only 
provide illustrations of the types of 
considerations which are relevant. The 
state of the art of forecasting precludes 
any inflexible approach to the definition 
of a reasonable basis. 

With respect to claims of past 
earnings performance pursuant to 
Section 436.1(c), the data upon which 


the franchisor bases its claims must be 
capable of independent examination 
and verification. The data must 
reasonably support the claim as it is 
likely to be understood by a reasonable 
prospective franchisee. For example, a 
representation that franchisees earn a 
net profit of $30,000 per year implies that 
such figure is representative of the usual 
experience of the system’s franchisees. 
The claim would not have a reasonable 
basis if. in fact, only a small minority of 
the franchisees earn such amount or if 
profits were due to non-recurring 
conditions or if the franchisees used 
inconsistent systems for reporting profit. 
Moreover, the franchisor would not 
have a reasonable basis for the claim if 
the only facts to support it were the 
income statements of a 
disproportionately small percentage of 
the system’s franchisees. 

Claims pursuant to 436.1(c) should be 
prepared in accordance with generally 
accepted United States accounting 
principles on a uniform basis 
consistently applied. This requirement 
does not mean that all franchisee results 
must be audited. Rather, a franchisor 
can rely on profit and loss statements 
furnished by franchisees or other 
representations as long as the franchisor 
is advised by the franchisees whose 
data the franchisor utilizes that the data 
was prepared in accordance with 
generally accepted accounting 
principles. 

B. Substantiation 

A franchisor must possess the data 
upon which its earnings claim is based 
at the time the representation is made. 
This data can consist of. for example, 
market studies, statistical analyses, 
franchisee profit and loss statements, as 
well as other types of information which 
customarily are relied upon by prudent 
persons in the course of making 
business decisions. This material must 
be made available to prospective 
franchisees and to the Commission or its 
staff upon reasonable notice. The 
franchisor must disclose the availability 
of the substantiating material in 
conjunction with any representation 
made. In order to protect franchisees 
from unwarranted disclosure of 
sensitive financial information the 
franchisor may delete any identifying 
information from which the identity of 
the franchisee can be obtained by the 
prospective franchisee. This limitation, 
however, does not apply to disclosures 
made to the Commission. 

C. Geographic Relevance 

Earnings claims (except those used in 
the media) must be relevant to the 
geographic market in which the 
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franchisee is to be located. This 
common-sense requirement, which is 
essentially a part of the “reasonable 
basis” concept, simply recognizes that 
projections which may be relevant to 
the geographic market of one franchise 
may not be reasonably based for 
another franchise to be located in a 
different geographic market presenting 
significantly dissimilar conditions. This 
requirement does not, however, restrict 
the franchisor to using information 
relating solely to the geographic area in 
which the franchisee is to be located. By 
“relevant," the Commission means that 
the experience of outlets in one 
geographic market area is likely to be 
predictive of the prospective 
franchisee’s experience. The more 
similar the market conditions between 
the geographic areas are [e.g. t 
demographics, socio-economic 
characteristics, climate, location—such 
as freestanding vs. shopping center— 
etc.) the more predictive the experience 
of the outlets in the other geographic 
market is likely to be. Any factors which 
are different and/or which are likely to 
affect the prospective franchisee’s 
chances of achieving similar results 
should be disclosed. 

D. Disclosure Document 

Earnings claims may be made only if 
accompanied by an Earnings Claim 
Document. This document must be given 
to the prospective franchisee at the 
earlier of the first personal meeting at 
which the claim is made or ten days 
prior to entering into the franchise 
relationship. With respect to 
representations made solely in media 
advertising, the Earnings Claim 
Document must be given at the earlier of 
the first personal meeting or time for 
making of disclosures (described in 
Chapter I, Paragraph C. supra). 

The Earnings Claim Document must 
contain six items: 

1. A cover page setting forth the name 
of the franchisor, the date of issuance of 
the document, and a statement—whose 
text is set forth in Section 436.1(d)(1)— 
which, in essence, advises the 
prospective franchisee of the importance 
of the document. A table of contents to 
the document also is required by Section 
436.1(d)(2). 

2. The earnings claim. 

3. A statement of the bases and 
assumptions upon which any earnings 
claim is made (discussed infra). , 

4. Certain mandatory disclosures, the 
text of which is dependent upon the type 
of earnings claim made. If a claim 
relates to projected future earnings 
(Section 436.1(b)), then the text must be 
as follows: 


CAUTION 

These figures are only estimates of what we 
think you may earn. There is no assurance 
you’ll do as well. If you rely on our figures, 
you must accept the risk of not doing as well. 

If the earnings claim relates to past 
performance (Section 436.1(c)), then the 
text must be as follows: 

CAUTION 

Some outlets have [sold] [earned] this 
amount. There is no assurance you’ll do as 
well. If you rely upon our figures, you must 
accept the risk of not doing as well. 

5. Notice that substantiating material 
is available for inspection by the 
prospective franchisee (except that no 
such statement is required in the 
disclosure document if the earnings 
claims are made solely in media 
advertisting). 

6. Other disclosures, depending upon 
type of claim made (discussed infra). 

1. Statements of bases and assumptions 

As set forth in item 3, supra, the 
Earnings Disclosure Document must 
contain a statement of bases and 
assumptions. Generally speaking, this 
statement should furnish sufficient 
information to enable the prospective 
franchisee to make an independent 
judgment as to the validity of the 
earnings claim. The statement should 
include a description of the material 
information relied upon when making 
the claim and a description of the 
material assumptions implicit in the 
claim. 

If an earnings claim relates to past 
performance, or if the results of past 
performance are used to base 
predictions of projected future 
performance, then assumptions and 
facts which bear on the probability that 
a prospective franchisee will achieve 
similar earnings must be disclosed, 
including characteristics of the outlets 
upon which the claim is based which 
differ materially from the outlet being 
offered. Examples of such differences in 
characteristics would include 
geographic location, type of location 
[e.g., free standing vs. shopping center 
location), degree of competition in the 
market area, time the outlets have been 
in operation, services or goods sold, 
services supplied by the franchisor, and 
whether the units are franchised or 
company-owned or operated. 

Assumptions with respect to earnings 
claims for projected future earnings 
must be disclosed if their validity is 
sufficiently in doubt that a reasonably 
prudent prospective franchisee might be 
deterred from relying on the forecast if 
he or she knew of the underlying 
assumptions. Guidance on the type of 
disclosures to be made may be gained 


from the AICPA Statement on the 
Presentation and Disclosure of 
Financial Forecasts at 5-6, which states, 
in part: 

Those assumptions should be disclosed 
which management thinks are most 
significant to the forecast or are key factors 
upon which the financial results of the 
enterprise depend. There ordinarily should be 
some indication of the basis or rationale for 
these assumptions. It would also be desirable 
for the disclosure to include an expression of 
the relative impact of a variation in the 
assumption when it would significantly affect 
the forecasted result. 

Frequently, basic assumptions that have 
enormous potential impact are considered to 
be implicit in the forecast. Examples might be 
conditions of peace, absence of natural 
disasters, etc. Such assumptions need be 
disclosed only when there is a reasonable 
possibility that the current conditions will not 
prevail. In such circumstances, to the extent 
practicable, the possible impact of a change 
in the assumptions should be disclosed. 

* * • * • 

Identifying those assumptions which at the 
time of preparation, appear to be most 
significant to the forecast or which are key 
factors upon which the financial results of the 
business depend requires the careful exercise 
of good-faith judgment by management. The 
disclosure should include the following: 

a. Assumptions as to which there is a 
reasonable possibility of the occurrence of a 
variation that may significantly affect the 
forecasted results. 

b. Assumptions about anticipated 
conditions that are expected to be 
significantly different from current 
conditions, which are not otherwise 
reasonably apparent. 

c. Other matters deemed important to the 
forecast or to the interpretation of the 
forecast. 

2. Other disclosures for potential 
earnings (436.1(b)) 

The number and percentage of the 
outlets which are located in the 
geographic markets that form the basis 
for the forecast and which the franchisor 
or the franchise broker knows to have 
achieved at least as favorable results as 
those forecasted must appear in 
immediate conjunction with the 
potential earnings claim. 

The term “outlet" includes both 
franchised and company-owned or 
operated outlets. However, if the 
representation is based on both types of 
outlets, the data should separate the two 
types to reflect the experience of each 
type of outlet. • 

The disclosure is limited to those 
outlets which have achieved at least 
such results in a time period of 
corresponding length in the immediate 
past (usually within the last several 
years) as those forecasted. Thus, if the 
forecast is for achievements to be 
reached in a year, the disclosure should 
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indicate the number and percentage of 
outlets in those geographic markets 
upon which the representation is based 
which achieved at least the same result 
in a period of a recent year. The 
beginning and ending dates for the 
corresponding time period must be 
disclosed. 

Paragraph (b)(5)(ii) requires that the 
disclosure document include, where 
appropriate, a statement that a 
franchisor is without prior franchising 
experience with respect to the particular 
product or service being franchised. 

Paragraph (b)(4) requires the 
disclosure statement to include a 
disclaimer warning the prospective 
franchisee that there is no assurance 
that he or she will achieve the forecast 
and that he or she must assume the risk 
that the forecast will not be achieved. 

Example of Disclosure of Potential 
Earnings Together With Statement of 
Bases and Assumptions 

Disclosure 

Ice Cream Systems of America. Inc., 
estimates the most probable sales volume for 
the first twelve months at the proposed 
Kensington, Maryland site at $75,000. 

CAUTION 

These figures are only estimates of what we 
think you may earn. There is no assurance 
you'll do as well. If you rely upon our figures, 
you must accept the risk of not doing as well. 
Five franchised outlets, which constitute 42 
percent of all the franchised outlets in the 
geographic markets upon which this forecast 
is based, have achieved a sales volume of at 
least $75,000 in their first twelve months, for 
the period from June 1,1978 to May 31,1979. 

Bases 

This forecast is based upon (1) recent past 
performance of two franchised units in 
similar geographic market areas; (2) recent 
past experience of three franchised units in 
the same geographic market area; (3) a 
market study for the geographic market area 
conducted by H. Arthur Associates, an 
independent consulting firm; and (4) traffic 
volume study for proposed site conducted by 
qualified personnel from Ice Cream Systems 
of America. Inc. 

(1) Three franchised outlets in geographical 
market areas similar to the suburban 
Washington. D.C. area report results for their 
first twelve months as at least $75,000 in 
sales volume. These franchised units are 
identical in design and operation to the unit 
proposed for Kensington. Maryland, and are 
located in similar areas (shopping center 
maH) with similar traffic volume and 
population characteristics. One of the units is 
located near a small college which generates 
approximately 25% of its customers. 

(2) Ice Cream Systems of America. Inc., has 
recently opened two other franchised outlets 
in Washington, D.C., suburban area. Both 
units report sales volume in excess of $75,000 
for their first twelve months in business (June 
1,1978-May 31,1979). One of the units is 


located near the main campus of a state 
university which accounts for approximately 
45% of its customers. 

(3) Ice Cream Systems of America. Inc., has 
conducted appropriate traffic volume studies 
for the proposed site, which indicate traffic 
potential in excess of that for the five 
franchised outlets mentioned above. The 
study indicates that the outlet should be able 
to generate 200 or more customers a day. 

(4) H. Arthur Associates, Inc., an 
independent consultant has conducted a 
market study for the demand of KoneKomer 
products in the geographic market areas in 
which the franchise is to be located 
(suburban Maryland/Washington. D.C. 
suburbs). The study indicates strong 
consumer preference for KoneKomer brands 
over brands currently available in the 
geographic market area. 

These studies, and the financial statements 
of the franchise units mentioned above, are 
available to the prospective franchisee for 
inspection. 

Assumptions 

The above forecasted sales volumes 
assume an opening date no later than June 1. 
1980. If opening is delayed, this figure will be 
affected since, on the average (based on all 
reporting operating outlets). 50% of the 
annual volume is achieved in June, July and 
August. 

The above forecast assumes operating 
hours from 10 A.M. until 1 A.M. daily, 385 
days a year. This further assumes an average 
of 172 customers a day with average orders of 
$1.20, which is the average of all reporting 
operating outlets. 

The above forecast also assumes the 
completing of the Kensington Community 
College facilities by September 1,1979. 
Students from this facility are expected to 
account for a significant proportion of the 
customers (varying from 25%-45% in the 
experience of the two outlets mentioned 
above). 

The above forecast also assumes; (1) stable 
supply of dairy products for 1980. (2) no 
competing ice cream outlet within a 4 block 
radius; and (3) retail price increases of no 
more than 7 percent in 1980. 

3. Special Features of Disclosures of 
Past Earnings (436.1(c)) 

The number and percentage of outlets 
of the franchise which are located in the 
geographic markets which form the 
basis for the representation and which 
the franchisor or the franchise broker 
knows to have obtained at least the 
same results as those represented must 
appear in immediate conjunction with 
the past earnings claim. Where a 
franchisor distributes more than one 
type of good or service, it may only 
disclose information about outlets which 
sell the same goods or services as those 
being offered to the prospective 
franchisee. For example, where a 
franchisor franchises two fast-food 
systems—one fried chicken and the 
other pizza—it may disclose only 
information about pizza outlets where 


the pizza franchise is the franchise being 
offered. 

The term “outlet” includes both 
franchised and company-owned or 
operated outlets. However, if the 
representation is based on both types of 
outlets, the data should separate the two 
types to reflect the experience of each 
type of outlet. 

The disclosure is limited to those 
outlets which have achieved such 
results during a period of corresponding 
length to that represented, during the 
immediate past (e.g.. within the last 
several years). The beginning and 
ending dates of the corresponding time 
period must be disclosed. 

If the franchisor is without prior 
experience in franchising the particular 
product or service being offered, it must 
disclose this fact 

Example of Disclosure of Past Earnings 
Together With Statement of Bases and 
Assumptions 

Disclosure 

Kleanco franchisees earn $35,000 in net 
profits a year. 

CAUTION 

Some outlets have earned this amount. There 
is no assurance you'll do as well. If you rely 
upon our figures, you must accept the risk of 
not doing as well. 

Thirty, or 25% of all Kleanco franchised 
outlets in the 5 metropolitan areas on which 
this claim is based, reported net profits in 
excess of $35,000 for the fiscal year 1979. (July 
1,1978-June 30,1979). 

Bases 

This claim is based on the income 
statements (statement of results of 
operations) for 30 Kleanco franchises in the 
downtown areas of New York, New Haven, 
Trenton. Philadelphia, and Hartford. These 
statements have been prepared in 
accordance with generally accepted 
accounting principles and reflect operations 
for the period from July 1,1978-June 30.1979. 

The income statements are available for 
inspection. 

Assumptions 

These figures are based on accounting 
principles which are disclosed as part of the 
income statement and the notes thereto. 

Ten of the franchises noted above have 
been in business for more than ten years; five 
have been in business between five and ten 
years; and five more have been in business 
between two and five years. Only ten of the 
outlets referred to above have been open less 
than 2 years. 

4. Special Features for Media Claims 
(436.1(e)) 

Section 436.1(e) encompasses earnings 
claims made for “general 
dissemination.” It includes claims made 
in advertising (radio, television, 
magazines, newspapers, billboards, etc.) 
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as well as those contained in speeches 
or press releases. It does not include 
communications to Financial journals or 
the trade press in connection with bona- 
fide news stories, or directly to lenders 
in connection with arranging financing 
for the franchisee. 

Like other earnings claims, a 
reasonable basis must exist for the 
claim, substantiating material must be in 
the franchisor’s possession at the time 
the claim is made and an Earnings 
Claim Document must be given to 
prospective franchisees at the earlier of 
the first personal meeting or time for 
making of disclosures. However, unlike 
claims made directly to a prospective 
franchisee, substantiating material must 
be made available for inspection only to 
the Commission, and notice of the 
existence of the substantiating material 
is not required. Further, no geographic 
relevance is required. 

Mandatory disclosures must be 
included in the actual advertisement 
containing any earnings claim, 
regardless of whether the claim relates 
to past earnings or potential earnings. 
Section 438.1(e)(3) requires, in 
“immediate conjunction*’ with any 
earnings claim, the disclosure of the 
number and percentage of the outlets 
which the franchisor or franchise broker 
knows to have made at least the same 
results as those represented in the claim, 
in the recent past during a similar time 
period. (If the claim is not based on 
earnings of existing outlets, this must be 
disclosed.) This disclosure should refer 
to all of the franchisor’s outlets 
(including company owned outlets), 
unless the advertisement clearly 
indicates otherwise. If the claim 
includes both franchised and company- 
owned outlets, each category should be 
reported separately in this disclosure. 

In addition to the above requirement, 
section 436.1(e)(4) requires the following 
disclosures to be made in conjunction 
with any forecast about potential 
franchise sales, income or profits in 
media advertising: 

CAUTION 

These figures are only estimates; there is no 
assurance you'll do as welL If you rely upon 
our figures, you must accept the risk of not 
doing as well. 

Example of Advertisement Describing 
Past Earnings 

Our Franchisees Earn $50,000 or More Per 
Year! 

Now, for a limited time in this area, a well- 
known licensor of mobile office cleaning 
franchises is offering an opportunity for a 
self-motivated person to join the ranks of 
independent businessmen who have earned 
$50,000 a year! Small investment needed! This 
is an opportunity of a lifetime! 


Three units, or 6 percent of all franchised 
units, earned net profits of at least $50,000 
from June 1.1978-May 30,1979. 

IV. Official Text of the Franchise Rule 

§ 436.1 The rule. 

In connection with the advertising, 
offering, licensing, contracting, sale, or 
other promotion in or affecting 
commerce, as “commerce” is defined in 
the Federal Trade Commission Act. of 
any franchise, or any relationship which 
is represented either orally or in writing 
to be a franchise, it is an unfair or 
deceptive act or practice within the 
meaning of section 5 of that Act for any 
franchisor or franchise broker: 

(a) To fail to furnish any prospective 
franchisee with the following 
information accurately, clearly, and 
concisely stated, in a legible, written 
document at the earlier of the “time for 
making of disclosures” or the first 
“personal meeting’*: 

(1) (i) The official name and address 
and principal place of business of the 
franchisor, and of the parent firm or 
holding company of the franchisor, if 
any: 

(ii) The name under which the 
franchisor is doing or intends to do 
business: and 

(iii) The trademarks, trade names, 
service marks, advertising or other 
commercial symbols (hereinafter 
collectively referred to as “marks”) 
which identify the goods, commodities, 
or services to be offered, sold, or 
distributed by the prospective 
franchisee, or under which the 
prospective franchisee will be operating. 

(2) The business experience during the 
past 5 years, stated individually, of each 
of the franchisor’s current directors and 
executive officers (including, and 
hereinafter to include, the chief 
executive and chief operating officer, 
financial, franchise marketing, training 
and service officers). With regard to 
each person listed, those persons' 
principal occupations and employers 
must be included. 

(3) The business experience of the 
franchisor and the franchisor’s parent 
firm (if any), including the length of time 
each: (i) has conducted a business of the 
type to be operated by the franchisee; 

(ii) has offered or sold a franchise for 
such business; (iii) has conducted a 
business or offered or sold a franchise 
for a business (A) operating under a 
name using any mark set forth under 
paragraph (a)(l)(iii), or (B) involving the 
sale, offering, or distribution of goods, 
commodities, or services which are 
identified by any mark set forth under 
paragraph la)(l) (iii); and (iv) has 
offered for sale or sold franchises in 
other lines of business, together with a 


description of such other lines of 
business. 

(4) A statement disclosing who. if any, 
of the persons listed in paragraphs (a)(2) 
and (a)(3) of this section: 

(i) Has. at any time during the 
previous seven fiscal years, been 
convicted of a felony or pleaded nolo 
contendere to a felony charge if the 
felony involved fraud (including 
violation of any franchise law, or unfair 
or deceptive practices law), 
embezzlement, fraudulent conversion, 
misappropriation of property, or 
restraint of trade; 

(ii) Has. at anyriime during the 
previous seven fiscal years, been held 
liable in a civil action resulting in a final 
judgment or has settled out of court any 
civil actions or is a party to any civil 
action (A) involving allegations of fraud 
(including violation of any franchise 
law, or unfair or deceptive practices 
law), embezzlement fraudulent 
conversion, misappropriation of 
property, or restraint of trade, or (B) 
which was brought by a present or 
former franchisee or franchisees and 
which involves or involved the franchise 
relationship; Provided, however. That 
only material individual civil actions 
need be so listed pursuant to this 
subparagraph (4)(ii), including any group 
of civil actions which, irrespective of the 
materiality of any single suchliction. in 
the aggregate is material; 

(iii) Is subject to any currently 
effective State or Federal agency or 
court injunctive or restrictive order, or is 
a party to a proceeding currently 
pending in which such order is sought, 
relating to or affecting franchise 
activities or the franchisor-franchisee 
relationship, or involving fraud 
(including violation of any franchise 
law, or unfair or deceptive practices 
law), embezzlement, fraudulent 
conversion, misappropriation of 
property, or restraint of trade. 

Such statement shall set forth the 
identity and location of the court or 
agency; the date of conviction, 
judgment, or decision; the penalty 
imposed; the damages assessed; the 
terms of settlement or the terms of the 
order; and the date, nature, and issuer of 
each such order or ruling. A franchisor 
may include a summary opinion of 
counsel as to any pending litigation, but 
only if counsel’s consent to the use of 
such opinion is included in the 
disclosure statement. 

(5) A statement disclosing who. if any, 
of the persons listed in paragraphs (a)(2) 
and (a)(3) of this section at any time 
during the previous 7 fiscal year 9 has; 

(i) Filed in bankruptcy; 

(ii) Been adjudged bankrupt; 
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(iii) Been reorganized due to 
insolvency; or 

(iv) Been a principal, director, 
executive officer, or partner of any other 
person that has so filed or was so 
adjudged or reorganized, during or 
within 1 year after the period that such 
person held such position in such other 
person. If so, the name and location of 
the person having so filed, or having 
been so adjudged or reorganized, the 
date thereof, and any other material 
facts relating thereto, shall be set forth. 

(6) A factual description of the 
franchise offered to be sold by the 
franchisor. 

(7) A statement of the total funds' 
which must be paid by the franchisee to 
the franchisor or to a person affiliated 
with the franchisor, or which the 
franchisor or such affiliated person 
imposes or collects in whole or in part 
on behalf of a third party, in order to 
obtain or commence the franchise 
operation, such as initial franchise fees, 
deposits, downpayments, prepaid rent, 
and equipment and inventory purchases. 
If all or part of these fees or deposits are 
returnable under certain conditions, 
these conditions shall be set forth; and if 
not returnable, such fact shall be 
disclosed. 

(8) A statement describing any 
recurring funds required to be paid, in 
connection with carrying on the 
franchise business, by the franchisee to 
the franchisor or to a person affiliated 
with the franchisor, or which the 
franchisor or such affiliated person 
imposes or collects in whole or in part 
on behalf of a third party, including, but 
not limited to. royalty, lease, 
advertising, training, and sign rental 
fees, and equipment or inventory 
purchases. 

(9) A statement setting forth the name 
of each person (including the franchisor) 
the franchisee is directly or indirectly 
required or advised to do business with 
by the franchisor, where such persons 
are affiliated with the franchisor. 

(10) A statement describing any real 
estate, services, supplies, products, 
inventories, signs, fixtures, or equipment 
relating to the establishment or the 
operation of the franchise business 
which the franchisee is directly or 
indirectly required by the franchisor to 
purchase, lease or rent; and if such 
purchases, leases or rentals must be 
made from specific persons (includng 
the franchisor), a list of the names and 
addresses of each such person. Such list 
may be made in a separate document 
delivered to the prospective franchisee 
with the prospectus if the existence of 
such separate document is disclosed in 
the prospectus. 


(11) A description of the basis for 
calculating, and, if such information is 
readily available, the actual amount of, 
any revenue or other consideration to be 
received by the franchisor or persons 
affiliated with the franchisor from 
suppliers to the prospective franchisee 
in consideration for goods or services 
which the franchisor requires or advises 
the franchisee to obtain from such 
suppliers. 

(12) (i) A statement of all the material 
terms and conditions of any financing 
arrangement offered directly or 
indirectly by the franchisor, or any 
person affiliated with the franchisor, to 
the prospective franchisee; and 

(ii) A description of the terms by 
which any payment is to be received by 
the franchisor from (A) any person 
offering financing to a prospective 
franchisee; and (B) any person arranging 
for financing for a prospective 
franchisee. 

(13) A statement describing the 
material facts of whether, by the terms 
of the franchise agreement or other 
device or practice, the franchisee is; 

(i) Limited in the goods or services he 
or she may offer for sale; 

(ii) Limited in the customers to whom 
he or she may sell such goods or 
services; 

(iii) Limited in the geographic area in 
which he or she may offer for sale or sell 
goods or serviced; or 

(iv) Granted territorial protection by 
the franchisor, by which, with respect to 
a territory or area, (A) the franchisor 
will not establish another, or more than 
any fixed number of, franchises or 
company-owned outlets, either 
operating under, or selling, offering, or 
distributing goods, commodities or 
services, identified by any mark set 
forth under paragraph (a)(l)(iii) of this 
section; or (B) the franchisor or its 
parent will not establish other 
franchises or company-owned outlets 
selling or leasing the same or similar 
products or services under a different 
trade name, trademark, service mark, 
advertising or other commercial symbol. 

(14) A statement of the extent to 
which the franchisor requires the 
franchisee (or, if the franchisee is a 
corporation, any person affiliated with 
the franchisee) to participate personally 
in the direct operation of the franchise. 

(15) A statement disclosing, with 
respect to the franchise agreement and 
any related agreements: 

(i) The term (i.e., duration of 
arrangement), if any. of such agreement, 
and whether such term is or may be 
affected by any agreement (including 
leases or subleases) other than the one 
from which such term arises; 


(ii) The conditions under which the 
franchisee may renew or extend; 

(iii) The conditions under which the 
franchisor may refuse to renew or 
extend; 

(iv) The conditions under which the 
franchisee may terminate; 

(v) The conditions under which the 
franchisor may terminate; 

(vi) The obligations (including lease or 
sublease obligations) of the franchisee 
after termination of the franchise by the 
franchisor, and the obligations of the 
franchisee (including lease or sublease 
obligations) after termination of the 
franchise by the franchisee and after the 
expiration of the franchise; 

(vii) The franchisee’s interest upon 
termination of the franchise, or upon 
refusal to renew or extend the franchise, 
whether by the franchisor or by the 
franchisee; 

(viii) The conditions under which the 
franchisor may repurchase, whether by 
right of first refusal or at the option of 
the franchisor (and if the franchisor has 
the option to repurchase the franchise, 
whether there will be an independent 
appraisal of the franchise, whether the 
repurchase price will be determined by 
a predetermined formula and whether 
there will be a recognition of goodwill or 
other intangibles associated therewith in 
the repurchase price to be given the 
franchisee); 

(ix) The conditions under which the 
franchisee may sell or assign all or any 
interest in the ownership of the 
franchise, or ofjhe assets of the 
franchise business; 

(x) The conditions under which the 
franchisor may sell or assign, in whole 
or in part, its interest under such 
agreements; 

(xi) The conditions under which the 
franchisee may modify; 

(xii) The conditions under which the 
franchisor may modify; 

(xiii) The rights of the franchisee’s 
heirs or personal representative upon 
the death or incapacity of the 
franchisee; and 

(xiv) The provisions of any covenant 
not to compete. 

(16) A statement disclosing, with 
respect to the franchisor and as to the 
particular named business being offered: 

(i) The total number of franchises 
operating at the end of the preceding 
fiscal year; 

(ii) The total number of company- 
owned outlets operating at the end of 
the preceding fiscal year, 

(iii) The names, addresses, and 
telephone numbers of (A) the 10 
franchised outlets of the named 
franchise business nearest the 
prospective franchisee’s intended 
location; or (B) all franchisees of the 
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franchisor, or (C) all franchisees of the 
franchisor in the State in which the 
prospective franchisee lives or where 
the proposed franchise is to be located, 
Provided, however, That there are more 
than 10 such franchisees. If the number 
of franchisees to be disclosed pursuant 
to subparagraph (B) or (C) exceeds 50, 
such listing may be made in a separate 
document delivered to the prospective 
franchisee with the prospectus if the 
existence of such separate document is 
disclosed in the prospectus; 

(iv) The number of franchises 
voluntarily terminated or not renewed 
by franchisees within, or at the 
conclusion of, the term of the franchise 
agreement, during the preceding fiscal 
year. 

(v) The number of franchises 
reacquired by purchase by the 
franchisor during the term of the 
franchise agreement, and upon the 
conclusion of the term of the franchise 
agreement, during the preceding fiscal 
year: 

(vi) The number of franchises 
otherwise reacquired by the franchisor 
during the term of the franchise 
agreement, and upon the conclusion of 
the term of the franchise agreement, 
during the preceding fiscal year. 

(vii) The number of franchises for 
which the franchisor refused renewal of 
the franchise agreement or other 
agreements relating to the franchise 
during the preceding fiscal year; and 

(viii) The number of franchises that 
were canceled or terminated by the 
franchisor during the term of the 
franchise agreement, and upon 
conclusion of the term of the franchise 
agreement, during the preceding fiscal 
year. 

With respect to the disclosures required 
by paragraphs (a)(16) (v), (vi), (vii), and 
(viii) of this section, the disclosure 
statement shall also include a general 
categorization of the reasons for such 
reacquisitions, refusals to renew or 
terminations, and the number falling 
within each such category, including but 
not limited to the following: failure to 
comply with quality control standards, 
failure to make sufficient sales, and 
other breaches of contract. 

(17)(i) If site selection or approval 
thereof by the franchisor is involved in 
the franchise relationship, a statement 
disclosing the range of time that has 
elapsed between signing of franchise 
agreements or other agreements relating 
to the franchise and site selection, for 
agreements entered into during the 
preceding fiscal year, and 

(ii) If operating franchise outlets are to 
be provided by the franchisor, a 
statement disclosing the range of time 


that has elapsed between the signing of 
franchise agreements or other 
agreements relating to the franchise and 
the commencement of the franchisee’s 
business, for agreements entered into 
during the preceding fiscal year. 

With respect to the disclosures required 
by paragraphs (a)(17) (i) and (ii) of this 
section, a franchisor may at its option 
also provide a distribution chart using 
meaningful classifications with respect 
to such ranges of time. 

(18) If the franchisor offers an initial 
training program or informs the 
prospective franchisee that it intends to 
provide such person with initial training, 
a statement disclosing: 

(i) The type and nature of such 
training; 

(ii) The minimum amount, if any, of 
training that will be provided to a 
franchisee; and 

(iii) The cost, if any, to be borne by 
the franchisee for the training to be 
provided, or for obtaining such training. 

(19) If the name of a public figure is 
used in connection with a 
recommendation to purchase a 
franchise, or as a part of the name of the 
franchise operation, or if the public 
figure is stated to be involved with the 
management of the franchisor, a 
statement disclosing: 

(i) The nature and extent of the public 
figure’s involvement and obligations to 
the franchisor, including but not limited 
to the promotional assistance the public 
Figure will provide to the franchisor and 
to the franchisee; 

(ii) The total investment of the public 
figure in the franchise operation; and 

(iii) The amount of any fee or fees the 
franchisee will be obligated to pay for 
such involvement or assistance provided 
by the public figure. 

(20) (i) A balance sheet (statement of 
financial position) for the franchisor for 
the most recent fiscal year, and an 
income statement (statement of results 
of operations) and statement of changes 
in financial position for the franchisor 
for the most recent 3 fiscal years. Such 
statements are required to have been 
examined in accordance with generally 
accepted auditing standards by an 
independent certified or licensed public 
accountant. Provided, however. That 
where a franchisor is a subsidiary of 
another corporation which is permitted 
under generally accepted accounting 
principles to prepare financial 
statements on a consolidated or 
combined statement basis, the above 
information may be submitted for the 
parent if (A) tHe corresponding 
unaudited financial statements of the 
franchisor are also provided, and (B) the 
parent absolutely and irrevocably has 


agreed to guarantee all obligations of 
the subsidiary; 

(ii) Unaudited statements shall be 
used only to the extent that audited 
statements have not been made, and 
provided that such statements are 
accompanied by a clear and 
conspicuous disclosure that they are 
unaudited. Statements shall be prepared 
on an audited basis as soon as 
practicable, but, at a minimum, financial 
statements for the first full fiscal year 
following the date on which the 
franchisor must first comply with this 
part shall contain a balance sheet 
opinion prepared by an independent 
certified or licensed public accountant, 
and financial statements for the 
following fiscal year shall be fully 
audited. 

(21) All of the foregoing information in 
paragraph (a) (1) through (20) of this 
section shall be contained in a single 
disclosure statement or prospectus, 
which shall not contain any materials or 
information other than that required by 
this part or by State law not preempted 
by this part. This does not preclude 
franchisors or franchise brokers from 
giving other nondeceptive information 
orally, visually, or in separate literature 
so long as such information is not 
contradictory to the information in the 
disclosure statement required by 
paragraph (a) of this section. This 
disclosure statement shall carry a cover 
sheet distinctively and conspicuously 
showing the name of the franchisor, the 
date of issuance of the disclosure 
statement and the following notice 
imprinted thereon in upper and lower 
case boldface type of not less than 12 
point size: 

INFORMATION FOR PROSPECTIVE 
FRANCHISEES REQUIRED BY FEDERAL 
TRADE COMMISSION 

« * • • t 

To protect you, we*ve required your 
franchisor to give you this information. We 
haven 't checked it, and don Y know if it's 
correct It should help you make up your 
mind. Study it carefully. While il includes 
some information about your contract, don't 
rely on it alone to understand your contract. 
Read all of your contract carefully. Buying a 
franchise is a complicated investment. Take 
your time to decide. If possible, show your 
contract and this information to an advisor, 
like a lawyer or an accountant. 

If you find anything you think may be 
wrong or anything important that's been left 
out, you should let us know about it. It may 
be against Ihe law. 

There may also be laws on franchising in 
your state. Ask your state agendas about 
them. 

Federal Trade Commission. 

Washington, D.C. 

Provided, That the obligation to furnish 
such disclosure statement shall be 
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deemed to have been met for both the 
franchisor and the franchise broker if 
either such party furnishes the 
prospective franchisee with such 
disclosure statement. 

(22) All information contained in the 
disclosure statement shall be current as 
of the close of the franchisor’s most 
recent fiscal year. After the close of 
each fiscal year, the franchisor shall be 
given a period not exceeding 90 days to 
prepare a revised disclosure statement 
and, following such 90 days, may 
distribute only the revised prospectus 
and no other. The franchisor shall, 
within a reasonable time after the close 
of each quarter of the fiscal year, 
prepare revisions to be attached to the 
disclosure statement to reflect any 
material change in the franchisor or 
relating to the franchise business of the 
franchisor, about which the franchisor 
or franchise broker, or any agent, 
representative, or employee thereof, 
knows or should know. Each 
prospective franchisee shall have in his 
or her possession, at the "time for 
making of disclosures," the disclosure 
statement and quarterly revision for the 
period most recent to the "time for 
making of disclosures" and available at 
that time. Information which is required 
to be audited pursuant to paragraph 

(a)(20) of this section is not required to 
be audited for quarterly revisions, 
Provided, however. That the unaudited 
information be accompanied by a 
statement in immediate conjunction 
therewith that clearly and conspicuously 
discloses that such information has not 
been audited. 

(23) A table of contents shall be 
included within the disclosure 
statement. 

(24) The disclosure statement shall 
include a comment which either 
positively or negatively responds to 
each disclosure item required to be in 
the disclosure statement, by use of a 
statement which fully incorporates the 
information required by the item. Each 
disclosure item therein must be 
preceded by the appropriate heading, as 
set forth in Note 3 of this part. 

(b) To make any oral, written, or 
visual representation to a prospective 
franchisee which states a specific level 
of potential sales, income, gross or net 
profit for that prospective franchisee, or 
which states other facts which suggest 
such a specific level, unless: 

(1) At the time such representation is 
made, such representation is relevant to 
the geographic market in which the 
franchise is to be located; 

(2) At the time such representation is 
made, a reasonable basis exists for such 
representation and the franchisor has in 
its possession material which 


constitutes a reasonable basis for such 
representation, and such material is 
made available to any prospective 
franchisee and to the Commission or its 
staff upon reasonable demand. 

Provided, however. That in immediate 
conjunction with such representation, 
the franchisor shall disclose in a clear 
and conspicuous manner that such 
material is available to the prospective 
franchisee; and Provided, further That 
no provision within paragraph (b) of this 
section shall be construed as requiring 
the disclosure to any prospective 
franchisee of the identity of any specific 
franchisee or of information reasonably 
likely to lead to the disclosure of such 
person's identity; and Provided, further. 
That no additional representation as to 
a prospective franchisee’s potential 
sales, income, or profits may be made 
later than the "time for making of 
disclosures"; 

(3) Such representation is set forth in 
detail along with the material bases and 
assumptions therefor in a single legible 
written document whose text 
accurately, clearly and concisely 
discloses such information, and none 
other than that provided for by this part 
or by State law not preempted by this 
part. Each prospective franchisee to 
whom the representation is made shall 
be furnished with such document no 
later than the "time for making of 
disclosures;" Provided, however, That if 
the representation is made at or prior to 
a "personal meeting" and such meeting 
occurs before the "time for making of 
disclosures," the document shall be 
furnished to the prospective franchisee 
to whom the representation is made at 
that "personal meeting"; 

(4) The following statement is clearly 
and conspicuously disclosed in the 
document described by paragraph (b)(3) 
of this section in immediate conjunction 
with such representation and in not less 
than twelve point upper and lower-case 
type: 

CAUTION 

These figures are only estimates of what 
we think you may earn. There is no assurance 
you’ll do as well. If you rely upon our figures, 
you must accept the risk of not doing as well. 

(5) The following information is 
clearly and conspicuously disclosed in 
the document described by paragraph 
(b)(3) of this section in immediate 
conjunction with such representation: 

(i) The number and percentage of 
outlets of the named franchise business 
which are located in the geographic 
markets that form the basis for any such 
representation and which are known to 
the franchisor or franchise broker to 
have earned or made at least the same 
sales, income, or profits during a period 


of corresponding length in the 
immediate past as those potential sales, 
income, or profits represented; and 

(ii) The beginning and ending dates 
for the corresponding time period 
referred to by paragraph (b)(5)(i) of this 
section, Provided, however, That any 
franchisor without prior frarifchising 
experience as to the named franchise 
business so indicate such lack of 
experience in the document described in 
paragraph (b)(3) of this section. 

Except, That representations of the 
sales, income or profits of existing 
franchise outlets need not comply with 
this paragraph (b). 

(c) To make any oral, written or visual 
representation to a prospective 
franchisee which states a specific level 
of sales, income, gross or net profits of 
existing outlets (whether franchised or 
company-owned) of the named 
franchise business, or which states other 
facts which suggest such a specific level, 
unless: 

(1) At the time such representation is 
made, such representation is relevant to 
the geographic market in which the 
franchise is to be located; 

(2) At the time such representation is 
made, a reasonable basis exists for such 
representation and the franchisor has in 
its possession material which 
constitutes a reasonable basis for such 
representation, and such material is 
made available to any prospective 
franchisee and to the Commission or its 
staff upon reasonable demand, 

Provided, however, That in immediate 
conjunction with such representation, 
the franchisor discloses in a clear and 
conspicuous manner that such material 
is available to the prospective 
franchisee; and Provided, further, That 
no provision within paragraph (c) of this 
section shall be construed as requiring 
the disclosure to any prospective 
franchisee of the identity of any specific 
franchisee or of information reasonably 
likely to lead to the disclosure of such 
person’s identity; and Provided, further. 
That no additional representation as to 
the sales, income, or gross or net profits 
of existing outlets (whether franchised 
or company-owned) of the named 
franchise business may be made later 
than the "time for making of 
disclosures"; 

(3) Such representation is set forth in 
detail along with the material bases and 
assumptions therefor in a single legible 
written document which accurately, 
clearly and concisely discloses such 
information, and none other than that 
provided for by this part or by State law 
not preempted by this part. Each 
prospective franchisee to whom the 
representation is made shall be 
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furnished with such document no later 
than the “time for making of 
disclosures/ 4 Provided, however, That if 
the representation is made at or prior to 
a “personal meeting 4 * and such meeting 
occurs before the “time for making of 
disclosures," the document shall be 
furnished to the prospective franchisee 
to whom the representation is made at 
that “personal meeting 4 '; 

(4) The underlying data on which the 
representation is based have been 
prepared in accordance with generally 
accepted accounting principles; 

(5) The following statement is clearly 
and conspicuously disclosed in the 
document described by paragraph (c)(3) 
of this section in immediate conjunction 
with such representation, and in not less 
than twelve point upper and lower case 
boldface type: 

CAUTION 

Some outlets have (sold] [earned] this 
amount. There is no assurance you'll do as 
well. If you rely upon our figures, you must 
accept the risk of not doing as well 

(6) The following information is 
clearly and conspicuously disclosed in 
the document described by paragraph 

(c)(3) of this section in immediate 
conjunction with such representation; 

(i) The number and percentage of 
outlets of the named franchise business 
which are located in the geographic 
markets that form the basis for any such 
representation and which are known to 
the franchisor or franchise broker to 
have earned or made at least the same 
sales, income, or profits during a period 
of corresponding length in the 
immediate past as those sales, income, 
or profits represented; and 

(ii) The beginning and ending dates 
for the corresponding time period 
referred to by subparagraph (6)(i), 
Provided, however. That any franchisor 
without prior franchising experience as 
to the named franchise business so 
indicate such lack of experience in the 
document described in paragraph (c)(3) 
of this section. 

(d) To fail to provide the following 
information within the document(s) 
required by paragraphs (b)(3) and (c)(3) 
of this section whenever any 
representation is made to a prospective 
franchisee regarding its potential sales, 
income, or profits, or the sales, income, 
gross or net profits of existing outlets 
(whether franchised or company-owned) 
of the named franchise business; 

(1) A cover sheet distinctively and 
conspicuously showing the name of the 
franchisor, the date of issuance of the 
document and the following notice 
imprinted thereon in upper and lower 
case boldface type of not less than 
twelve point size: 


INFORMATION FOR PROSPECTIVE 
FRANCHISEES ABOUT FRANCHISE 
(SALES] (INCOME] (PROFIT] REQUIRED 
BT THE FEDERAL TRADE COMMISSION. 

To protect you. we’ve required the 
franchisor to give you this information. We 
haven 7 checked it and don 7 know if it *8 
correct . Study these facts and figures 
carefully. If possible, show them to someone 
who can advise you. like a lawyer or an 
accountant. Then take your time and think it 
over. 

If you find anything you think may be 
wrong or anything important that's been left 
out. let us know about iL It may be against 
the law. 

There may also be laws on franchising in 
your State. Ask your State agencies about 
them. 

Federal Trade Commission, 

Washington. D.C. 

(2) A table of contents. 

Provided, however, That each 
prospective franchisee to whom the 
representation is made shall be notified 
at the “time for making of disclosures" 
of any material change (about which the 
franchisor, franchise broker, or any of 
the agents, representatives, or 
employees thereof, knows or should 
know) in the information contained in 
the document(s) described by 
paragraphs (b)(3) and (c)(3) of this 
section. 

(e) To make any oral, written, or 
visual representation for general 
dissemination (not otherwise covered by 
paragraphs (b) or (c) of this section) 
which states a specific level of sales, 
income, gross or net profits, either actual 
or potential, of existing or prospective 
outlets (whether franchised or company- 
owned) of the named franchise business 
or which states other facts which 
suggest such a specific level, unless: 

(1) At the time such representation is 
made, a reasonable basis exists for such 
representation and the franchisor has in 
its possession material which 
constitutes a reasonable basis for such 
representation and which is made 
available to the Commission or its staff 
upon reasonable demand; 

(2) The underlying data on which each 
representation of sales, income or profit 
for existing outlets is based have been 
prepared in accordance with generally 
accepted accounting principles; 

(3) In immediate conjunction with 
such representation, there shall be 
clearly and conspicuously disclosed the 
number and percentage of outlets of the 
named franchise business which the 
franchisor or the franchise broker knows 
to have earned or made at least the 
same sales, income, or profits during a 
period of corresponding length in the 
immediate past as those sales, income, 
or profits represented, and the beginning 
and ending dates for said time period; 


(4) In immediate conjunction with 
each such representation of potential 
sales, income or profits, the following 
statement shall be clearly and 
conspicuously disclosed: 

CAUTION 

These Figures are only estimates; there is no 
assurance you’ll do as well. If you rely upon 
our figures, you must accept the risk of not 
doing as weU. 

Provided, however, That if such 
representation is not based on actual 
experience of existing outlets of the 
named franchise business, that fact also 
should be disclosed; 

(5) No later than the earlier of the first 
“personal meeting" or the “time for 
making of disclosures/' each prospective 
franchisee shall be given a single, 
legible written document which 
accurately, clearly and concisely sets 
forth the following information and 
materials (and none other than that 
provided for by this part or by State law 
not preempted by this part): 

(i) The representation, set forth in 
detail along with the material bases and 
assumptions therefor; 

(ii) The number and percentage of 
outlets of the named franchise business 
which the franchisor or the franchise 
broker knows to have earned or made at 
least the same sales, income or profits 
during a period of corresponding length 
in the immediate past as those sales, 
income, or profits represented, and the 
beginning and ending dates for said time 
period; 

(iii) With respect to each such 
representation of sales, income, or 
profits of existing outlets, the following 
statement shall be clearly and 
conspicuously disclosed in immediate 
conjunction therewith, printed in not 
less than 12 point upper and lower case 
boldface type: 

CAUTION 

Some outlets have (sold] (earned) this 
amount There is no assurance you’ll do as 
well. If you rely upon our figures, you must 
accept the risk of not doing as well. 

(iv) With respect to each such 
representation of potential sales, 
income, or profits, the following 
statement shall be clearly and 
conspicuously disclosed in immediate 
conjunction therewith, printed in not 
less than 12 point uppeT and lower case 
boldface type: 

CAUTION 

These figures are only estimates. There is 
no assurance that you’ll do as well. If you 
rely upon our figures, you must accept the 
risk of not doing as well. 

(v) If applicable, a statement clearly 
and conspicuously disclosing that the 
franchisor lacks prior franchising 
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experience as to the named franchise 
business; 

(vi) If applicable, a statement clearly 
and conspicuously disclosing that the 
franchisor has not been in business long 
enough to have actual business data; 

(vii) A cover sheet, distinctively and 
conspicuously showing the name of the 
franchisor, the date of issuance of the 
document, and the following notice 
printed thereon in not less than 12 point 
upper and lower case boldface type; 

INFORMATION FOR PROSPECTIVE 
FRANCHISEES ABOUT FRANCHISE 
(SALES) (INCOME) (PROFIT) REQUIRED 
BY THE FEDERAL TRADE COMMISSION 

To protect you, we’ve required the 
franchisor to give you this information. We 
haven 7 checked it and don 7 know if it's 
correct . Study these facts and Figures 
carefully. If possible, show them to someone 
who can advise you, like a lawyer or an 
accountant. 

If you find anything you think may be 
wrong or anything important that's been left 
out, let us know about it. It may be against 
the law. 

There may also be laws about franchising 
in your State. Ask your State agencies about 
them. 

Federal Trade Commission 

Washington, D.C. 

(viii) A table of contents; 

(6) Each prospective franchisee shall 
be notified at the “time for making of 
disclosures” of any material changes 
that have occurred in the information 
contained in this document. 

(f) To make any claim or 
representation which is contradictory to 
the information required to be disclosed 
by this part. 

(g) To fail to furnish the prospective 
franchisee with a copy of the 
franchisor’s franchise agreement and 
related agreements with the document, 
and a copy of the completed franchise 
and related agreements intended to be 
executed by the parties at least 5 
business days prior to the date the 
agreements are to be executed. 

Provided, however\ That the 
obligations defined in paragraphs (b) 
through (g) of this section shall be 
deemed to have been met for both the 
franchisor and the franchise broker if 
either such person furnishes the 
prospective franchisee with the written 
disclosures required thereby. 

(h) To fail to return any funds or 
deposits in accordance with any 
conditions disclosed pursuant to 
paragraph (a)(7) of this section. 

§436.2 Definitions. 

As used in this part, the following 
definitions shall apply: 

(a) The term “franchise” means any 
continuing commercial relationship 


created by any arrangement or 
arrangements whereby: 

(l)(i)(A) a person (hereinafter 
“franchisee”) offers, sells, or distributes 
to any person other than a “franchisor” 
(as hereinafter defined), goods, 
commodities, or services which are: 

(1) Identified by a trademark, service 
mark, trade name, advertising or other 
commercial symbol designating another 
person (hereinafter “franchisor”); or 

(2) Indirectly or directly required or 
advised to meet the quality standards 
prescribed by another person 
(hereinafter “franchisor”) where the 
franchisee operates under a name using 
the trademark, service mark, trade 
name, advertising or other commercial 
symbol designating the franchisor; and 

(B )(1) The franchisor exerts or has 
authority to exert a significant degree of 
control over the franchisee’s method of 
operation, including but not limited to, 
the franchisee’s business organization, 
promotional activities, management, 
marketing plan or business affairs; or 

(2) The franchisor gives significant 
assistance to the franchisee in the 
latter's method of operation, including, 
but not limited to, the franchisee’s 
business organization, management, 
marketing plan, promotional activities, 
or business affairs; Provided, however . 
That assistance in the franchisee’s 
promotional activities shall not, in the 
absence of assistance in other areas of 
the franchisee’s method of operation, 
constitute significant assistance; or 

(ii)(A) A person (hereinafter 
“franchisee”) offers, sells, or distributes 
to any person other than a “franchisor” 
(as hereinafter defined), goods, 
commodities, or services which are: 

(1) Supplied by another person 
(hereinafter “franchisor”), or 

(2) Supplied by a third person (e.g., a 
supplier) with whom the franchisee is 
directly or indirectly required to do 
business by another person (hereinafter 
“franchisor”); or 

(3) Supplied by a third person (e.g., a 
supplier) with whom the franchisee is 
directly or indirectly advised to do 
business by another person (hereinafter 
“franchisor”) where such third person is 
affiliated with the franchisor, and 

(B) The franchisor: 

(1) Secures for the franchisee retail 
outlets or accounts for said goods, 
commodities, or services; or 

(2) Secures for the franchisee 
locations or sites for vending machines, 
rack displays, or any other product sales 
display used by the franchisee in the 
offering, sale, or distribution of said 
goods, commodities, or services; or 

(3) Provides to the franchisee the 
services of a person able to secure the 
retail outlets, accounts, sites or locations 


referred to in paragraph (a)(l)(ii)(B) (1) 
and (2) above; and 

(2) The franchisee is required as a 
condition of obtaining or commencing 
the franchise operation to make a 
payment or a commitment to pay to the 
franchisor, or to a person affiliated with 
the franchisor. 

(3) Exemptions. The provisions of this 
part shall not apply to a franchise: 

(i) Which is a “fractional franchise”; 
or 

(ii) Where pursuant to a lease, license, 
or similar agreement, a person offers, 
sells, or distributes goods, commodities, 
or services on or about premises 
occupied by a retailer-grantor primarily 
for the retailer-grantor’s own 
merchandising activities, which goods, 
commodities, or services are not 
purchased from the retailer-grantor or 
persons whom the lessee is directly or 
indirectly (A) required to do business 
with by the retailer-grantor or (B) 
advised to do business with by the 
retailer-grantor where such person, is 
affiliated with the retailer-grantor; or 

(iii) Where the total of the payments 
referred to in paragraph (a)(2) of this 
section made during a period from any 
time before to within 6 months after 
commencing operation of the 
franchisee’s business, is less than $500; 
or 

(iv) Where there is no writing which 
evidences any material term or aspect of 
the relationship or arrangement. 

(4) Exclusions. The term “franchise” 
shall not be deemed to include any 
continuing commercial relationship 
created solely by: 

(i) The relationship between an 
employer and an employee, or among 
general business partners; or 

(ii) Membership in a bona fide 
“cooperative association”; or 

(iii) An agreement for the use of a 
trademark, service mark, trade name, 
seal, advertising, or other commercial 
symbol designating a person who offers 
on a general basis, for a fee or 
otherwise, a bona Fide service for the 
evaluation, testing, or certification of 
goods, commodities, or services; 

(iv) An agreement between a licensor 
and a single licensee to license a 
trademark, trade name, service mark, 
advertising or other commercial symbol 
where such license is the only one of its 
general nature and type to be granted by 
the licensor with respect to that 
trademark, trade name, service mark, 
advertising, or other commercial symbol. 

(5) Any relationship which is 
represented either orally or in writing to 
be a franchise (as defined in this 
paragraph (a)(1) and (2) of this section) 
is subject to the requirements of this 
part. 
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(b) The term "person*’ means any 
individual, group, association, limited or 
general partnership, corporation, or any 
other business entity. 

(c) The term "franchisor” means any 
person who participates in a franchise 
relationship as a franchisor, as denoted 
in paragraph (a) of this section. 

(d) The term "franchisee” means any 
person (1) who participates in a 
franchise relationship as a franchisee, 
as denoted in paragraph (a) of this 
section, or (2) to whom an interest in a 
franchise is sold. 

(e) The term "prospective franchisee" 
includes any person, including any 
representative, agent, or employee of 
that person, who approaches or is 
approached by a franchisor or franchise 
broker, or any representative, agent, or 
employee thereof, for the purpose of 
discussing the establishment, or possible 
establishment, of a franchise 
relationship involving such a person. 

(f) The term "business day” means 
any day other than Saturday, Sunday, or 
the following national holidays: New 
Year's Day, Washington's Birthday, 
Memorial Day, Independence Day, 

Labor Day. Columbus Day, Veterans’ 
Day, Thanksgiving, and Christmas. 

(g) The term "time for making of 
disclosures” means ten (10) business 
days prior to the earlier of (1) the 
execution by a prospective franchisee, of 
any franchise agreement or any other 
agreement imposing a binding legal 
obligation on such prospective 
franchisee, about which the franchisor, 
franchise broker, or any agent, 
representative, or employee thereof, 
knows or should know, in connection 
with the sale or proposed sale of a 
franchise, or (2) the payment by a 
prospective franchisee, about which the 
franchisor, franchise broker, or any 
agent, representative, or employee 
thereof, knows or should know, of any 
consideration in connection with the 
sale or proposed sale of a franchise. 

(h) The term "fractional franchise” 
means any relationship, as denoted by 
paragraph (a) of this section, in which 
the person described therein as a 
franchisee, or any of the current 
directors or executive officers thereof, 
has been in the type of business 
represented by the franchise 
relationship for more than 2 years and 
the parties anticipated, or should have 
anticipated, at the time the agreement 
establishing the franchise relationship 
was reached, that the sales arising from 
the relationship would represent no 
more than 20 percent of the sales in 
dollar volume of the franchisee. 

(i) The term "affiliated person” means 
a person (as defined in paragraph (b) of 
this section): 


(1) Which directly or indirectly 
controls, is controlled by, or is under 
common control with, a franchisor; or 

(2) Which directly or indirectly owns, 
controls, or holds with power to vote, 10 
percent or more of the outstanding 
voting securities of a franchisor, or 

(3) Which has, in common with a 
franchisor, one or more partners, 
officers, directors, trustees, branch 
managers, or other persons occupying 
similar status or performing similar 
functions. 

(j) The term "franchise broker” means 
any person other than a franchisor or a 
franchisee who sells, offers for sale, or 
arranges for the sale of a franchise. 

(k) The term "sale of a franchise” 
includes a contract or agreement 
whereby a person obtains a franchise or 
interest in a franchise for value by 
purchase, license, or otherwise. This 
term shall not be deemed to include the 
renewal or extension of an existing 
franchise where there is no interruption 
in the operation of the franchised 
business by the franchisee, unless the 
new contracts or agreements contain 
material changes from those in effect 
between the franchisor and franchisee 
prior thereto. 

(l) A "cooperative association” is 
either (1) an association of producers of 
agricultural products authorized by 
section 1 of the Capper-Volstead Act, 7 
U.S.C. 291; or (2) an organization 
operated on a cooperative basis by and 
for independent retailers which 
wholesales goods or furnishes services 
primarily to its member-retailers. 

(m) The term "fiscal year” means the 
franchisor’s fiscal year. 

(n) the terms "material.” "material 
fact,” and "material change” shall 
include any fact, circumstance, or set of 
conditions which has a substantial 
likelihood of influencing a reasonable 
franchisee or a reasonable prospective 
franchisee in the making of a significant 
decision relating to a named franchise 
business or which has any significant 
financial impact on a franchisee or 
prospective franchisee. 

(o) The term "personal meeting” 
means a face-to-face meeting between a 
franchisor or franchise broker (or any 
agent, representative, or employee 
thereof) and a prospective franchisee 
which is held for the purpose of 
discussing the sale or possible sale of a 
franchise. 

§ 436.3 Severability. 

If any provision of this part or its 
application to any person, act, or 
practice is held invalid, the remainder of 
the part or the application of its 
provisions to any person, act, or practice 
shall not be affected thereby. 


Note 1.—The Commission expresses no 
opinion as to the legality of any practice 
mentioned in this part. A provision for 
disclosure should not be construed as 
condonation or approval with respect to the 
matter required to be disclosed, nor as an 
indication of the Commission’s intention not 
to enforce any applicable statute. 

Note 2.—By taking action in this area, the 
Federal Trade Commission does not intend to 
annul, alter, or affect, or exempt any person 
subject to the provisions of this part from 
complying with the laws or regulations of any 
State, municipality, or other local government 
with respect to franchising practices, except 
to the extent that those laws or regulations 
are inconsistent with any provision of this 
part, and then only to the extent of the 
inconsistency. For the purposes of this part, a 
law or regulation of any State, municipality, 
or other local government is not inconsistent 
with this part if the protection such law or 
regulation affords any prospective franchisee 
is equal to or greater than that provided by 
this part. Examples of provisions which 
provide protection equal to or greater than 
that provided by this part include laws or 
regulations which require more complete 
record keeping by the franchisor or the 
disclosure of more complete information to 
the franchisee. 

Note 3.—(As per § 436.1(a)(24) of this part): 
DISCLOSURE STATEMENT 

Pursuant to 16 CFR 436.1 et seq.. a Trade 
Regulation Rule of the Federal Trade 
Commission regarding Disclosure 
Requirements and Prohibitions Concerning 
Franchising and Business Opportunity 
Ventures, the following information is set 
forth on [name of franchisor] for your 
examination: 

1. IDENTIFYING INFORMATION AS TO 
FRANCHISOR. 

2. BUSINESS EXPERIENCE OF 
FRANCHISOR’S DIRECTORS AND 
EXECUTIVE OFFICERS. 

3. BUSINESS EXPERIENCE OF THE 
FRANCHISOR. 

4. LITIGATION HISTORY. 

5. BANKRUPTCY HISTORY. 

6. DESCRIPTION OF FRANCHISE. 

7. INITIAL FUNDS REQUIRED TO BE 
PAID BY A FRANCHISEE. 

8. RECURRING FUNDS REQUIRED TO BE 
PAID BY A FRANCHISEE. 

9. AFFIIJATED PERSONS THE 
FRANCHISEE IS REQUIRED OR ADVISED 
TO DO BUSINESS WITH BY THE 
FRANCHISOR. 

10. OBLIGATIONS TO PURCHASE. 

11. REVENUES RECEIVED BY THE 
FRANCHISOR LN CONSIDERATION OF 
PURCHASES BY A FRANCHISEE. 

12. FINANCING ARRANGEMENTS. 

13. RESTRICTION OF SALES. 

14. PERSONAL PARTICIPATION 
REQUIRED OF THE FRANCHISEE LN THE 
OPERATION OF THE FRANCHISE. 

15. TERMINATION, CANCELLATION. 
AND RENEWAL OF THE FRANCHISE. 

16. STATISTICAL INFORMATION 
CONCERNING THE NUMBER OF 
FRANCHISES (AND COMPANY-OWNED 
OUTLETS). 

17. SITE SELECTION. 
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18. TRAINING PROGRAMS. 

19. PUBLIC FIGURE INVOLVEMENT IN 
THE FRANCHISE. 

20. FINANCIAL INFORMATION 
CONCERNING THE FRANCHISOR. 

Effective October 21,1979. 

By direction of the Commission dated July 
25.1979. 

Carol M. Thomas. 

Secretory. 

|FR Doc. 79-28350 Filed 8-23-79. 8 AS amj 
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DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 

Office of the Assistant Secretary for 
Community Planning and Development 

24 CFR Part 570 

(Docket No. R-79-540] 

Community Development Block 
Grants; Categorical Program 
Settlement Fund 

agency: Department of Housing and 
Urban Development, 
action: Final rulemaking. 

summary: This rule establishes the 
requirements for funding the financial 
settlement of projects assisted under 
Title 1 of the Housing Act of 1949, as 
amended. The purpose of the rule is to 
implement Title 1 of the Housing and 
Community Development Act of 1977, 
section 103(d)(2). 

Section 103(d)(2) authorizes grants for 
the financial settlement of projects and 
programs assisted under the categorical 
programs terminated by section 116(a) 
of the Housing and Community 
Development Act of 1974, primarily 
urban renewal projects assisted under 
the Housing Act of 1949. as amended 
which require supplemental assistance 
to close them out financially, and to the 
extent feasible the completion of 
previously approved activities. Though 
block grant funds are being used to 
complete most ongoing projects, there is 
a need to continue funding projects 
which require grants to close them out 
financially. The law and the prior 
interim rule authorized these funds to be 
used for the cost to complete previously 
approved activities for all the 
terminated programs. The existence of a 
potential federal exposure arising from 
direct or Federally-guaranteed loans 
made pursuant to Title I of the Housing 
Assistance Act of 1949 necessitates that 
these resources be restricted to reducing 
or eliminating such potential exposure. 
The increased potential exposure to the 
Government has resulted from project 
assets (primarily land disposition 
proceeds) not being realized in a timely 
fashion. Therefore, in the final rule, only 
grants for the purpose of retiring the 
outstanding Federal loans and other 
obligations necessary for a financial 
settlement will be considered for 
financial assistance. This is a marked 
deviation from the interim rule which 
allowed assistance to be provided to 
any project assisted under any of the 
programs terminated by section 116(a) 
of the Housing and Community 
Development Act of 1974. 


EFFECTIVE DATE: October 1,1979. 

FOR FURTHER INFORMATION CONTACT: 

Peter Rowan, Program Completion 
Division, Community Planning and 
Development, HUD, Room 7186. 451 
Seventh Street, SW„ Washington, D.C. 
20410, 202-755-1871. 

SUPPLEMENTARY information: On June 

6.1978 (43 FR 24656) an interim rule 
governing categorical program 
settlement funds was published in the 
Federal Register. Interested parties were 
given until July 6.1978 to submit written 
comments. All comments received with 
respect to the interim rule were given 
due consideration. Copies of the 
comments received are available for 
inspection and copying in the Office of 
General Counsel, Department of 
Housing and Urban Development, Room 
5218, 451 Seventh Street. SW.. 
Washington, D.C. 20410, 

The following is a discussion of the 
major comments received and revisions 
made in the interim rule. 

Purpose 

Section 570.480. Since the rule is being 
modified to limit assistance only for 
financial settlement of ongoing urban 
renewal projects, references to all other 
“terminated programs” and assistance 
for “cost to complete” activities have 
been deleted. 

Definition 

Section 570.481 has been deleted by 
cross-referencing this subpart to Subpart 
N and using the definitions contained 
therein—thus avoiding duplication. 

Eligible Applicants 

A number of comments were received 
which suggested that the eligibility be 
expanded to permit communities that 
had undertaken renewal type programs 
and whose activities had not been 
recognized for Federal assistance be 
allowed to compete for funds under this 
subpart. Since these comments are in 
conflict with the provisions of section 
116 of the Housing and Community 
Development Act of 1974 which limits 
consideration to projects and programs 
that have been previously financially 
assisted by HUD, the recommendations 
were not adopted. 

Similar comments were received 
which recommended that the eligibility 
for assistance be further restricted to 
exclude from consideration any project 
that had previously been financially 
settled. These comments were accepted 
on the basis that the primary use of 
these funds is for the purpose of 
achieving financial settlement of the 
ongoing projects, and to reduce the 


potential Federal exposure from 
inadequately secured loans. 

In keeping with the interim rule that 
precludes assistance to projects that 
have previously been funded from the 
“Urgent Needs Fund”, § 570.482 has 
been modified to exclude any project for 
which a financial settlement has been 
previously approved. 

Applications 

Section 570.483(a) has been expanded 
to require consultation with the 
appropriate HUD Area Office to 
establish a proposed financial 
settlement date prior to submission of 
an application. This change was 
necessary in order that realistic cost 
estimates involving interest payments 
may be included in the grant requests. 
Generally a period of not less than 60 
days or more than 150 days from the last 
* day applications will be accepted for a 
given funding cycle should be specified. 
Wherever possible the financial 
settlement date should be the maturity 
date of the currently outstanding project 
temporary loans. 

Section 570.483(b) has been modified 
to clarify the fact that funds under the 
financial settlement grants may not be 
used to substitute for cash local grants- 
in-aid owed the project(s) nor costs for 
noncash local grant-in-aid activities. 

Project Funding Resources 

Several comments were received 
suggesting that the requirement that a 
community commit the equivalent of 20 
percent of their 1978-1980 block grant 
entitlement as a funding resource was 
excessive in those instances where prior 
year block grant funds had been used to 
continue project activities or reduce the 
outstanding loans of a project. The 
percentage clause equates with that 
portion of entitlement grants which the 
Secretary is authorized to apply, without 
the request of the applicant, to settle 
outstanding loans for urban renewal 
projects which cannot be completed 
without additional grants, pursuant to 
Section 112(a) of the Act. It would be 
inappropriate not to consider this 
resource since the Categorical Program 
Settlement Grants are being provided 
for funding projects which cannot be 
financially settled without supplemental 
assistance. 

To recognize past contributions would 
be contrary to the purpose of the 
Categorical Program Settlement Grants, 
which is to provide supplemental 
assistance beyond the existing resources 
in order to achieve financial settlement 
of the project. 
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Certifications 

Section 570.483(e) and (f) have been 
deleted since these requirements are 
fully set forth in Subpart N. To repeat 
them here is redundant. A comment was 
received which suggested that this 
Section be expanded to include the full 
wording of each certification and the 
background information with respect to 
each. This comment was rejected in that 
they are set forth in Subpart D (570.307) 
and Subpart K of the regulations, and 
would therefor be redundant. 

Submission of Applications 

Section 570.484 specifies the dates by 
which applications must be filed for 
consideration for funding during Fiscal 
Year 1980. 

Purpose of Funding 

Section 570.485 has been revised to 
clarify that financial assistance is only 
available for the purpose of financially 
settling ongoing urban renewal projects 
which have insufficient resources to 
achieve financial settlement. 

The Department has determined that 
an Environmental Impact Statement is 
not required with respect to this rule. A 
copy of the Finding of Inapplicability is 
available for inspection in the Office of 
Rules Docket Clerk, Room 5218, 
Department of Housing and Urban 
Development, 451 Seventh Street, SW., 
Washington, D.C. 20410. 

PART 570—COMMUNITY 
DEVELOPMENT BLOCK GRANTS 

_ Accordingly the interim rule published 
June 8,1978 at FR 28656 is made final 
and 24 CFR Part 570, Subpart H is 
amended as follows: 

Subpart H—Categorical Program 
Settlement Fund 

Sec. 

570.480 Purpose. 

570.482 Eligible applicants 

570.483 Applications. 

570.484 Submission of applications. 

570.485 Funding considerations. 

570.486 Repayment of categorical program 
settlement grant. 

570.487 General provisions. 

Subpart H—Categorical Program 
Settlement Grants 

§ 570.480 Purpose. 

The purpose of categorical program 
settlement grants is to provide 
supplemental assistance necessary for 
the financial settlement of urban 
renewal projects (including annual 
Neighborhood Development Programs) 
pursuant to Subpart N. subject to the 
requirements of this Subpart. 


§ 570.482 Eligible applicants. 

Eligible applicants are units of general 
local government, in which projects 
assisted under Title I of the Housing Act 
of 1949 are located, which cannot 
financially settle such projects without 
supplemental financial assistance. 

§ 570.483 Applications. 

Applications shall be transmitted to 
the appropriate HUD Area Office and 
shall include the following: 

(a) A completed standard form 424, 
Application for Federal Assistance 
(short form). Section IV of form 424, 
Remarks, shall include a statement 
which indicates the proposed settlement 
date. Prior to submission, the proposed 
financial settlement date shall be 
determined through consultation with 
the appropriate HUD Area Office. 

(b) A summary of the funding 
assistance required, shown as the 
difference between funding needs and 
funding resources. 

(1) Project funding needs. Applicants 
shall list amounts for direct Federal 
loans, Federally-guaranteed loans, other 
loans or incurred obligatjons payable. 
Project funding needs may not include 
requests for Categorical Program 
Settlement grant funds to be used as a 
substitute for cash local grants-in-aid 
owed the project(s) nor costs for 
noncash local grant-in-aid activities. 

(2) Project funding resources. 
Applicants shall list amounts for 
accounts receivable, cash on hand, 
unpaid Federal grants, any unpaid cash 
local share for the project and any other 
funding resources to be made available. 
Applications shall list anticipated land 
proceeds to the date of settlement. The 
equivalent of 20 percent of an 
applicant’s block grant entitlement from 
1978-1980 shall be or shall have been 
provided to meet funding needs. 

(c) A schedule showings, all estimated 
land proceeds after the settlement date. 

(d) A statement indicating action 
taken to minimize the need for 
supplemental assistance. Program 
alternatives which were rejected shall 
be reported along with the reasons for 
the rejection. 

§ 570.484 Submission of applications. 

(a) Applications will be accepted in 
the appropriate area office and may be 
submitted at any time during the fiscal 
year. Funding selections will be made 
twice annually for fiscal year 1980. 

(b) Applications received prior to 
February 1,1980 will be considered in 
the first funding cycle. All other 
applications will be included in the 
second funding cycle. Applicants will be 
notified as to the status of their requests 


promptly after funding selections are 
made. 

§ 570.485 Funding considerations. 

(a) General criterion. The general 
criterion for funding consideration is 
that financial settlement of a project 
cannot be accomplished without grant 
assistance under this subpart if the 
project funding needs are in excess of 
the funding resources, as listed under 

§ 570.483(b). The Secretary may approve 
a grant in an amount less than the 
funding assistance established pursuant 
to § 570.483(b), taking into account the 
funding priority needs of other 
applicants and the availability of funds 
under this Subpart; 

(b) Purpose of grant. Priority for 
funding consideration will be 
determined by status of an applicant as 
delineated below: 

(c) Funding priority. Applicants will 
be given consideration for funding in the 
following order of priority: 

(1) Non-entitlement applicants. 

(2) Applicants with entitlements that 
phase out in 1980. 

(3) Entitlement applicants. 

§ 570.486 Repayment of categorical 
program settlement grant 

An applicant receiving a grant under 
this Subpart shall be required to make 
repayments up to the amount of the 
grant from the land proceeds described 
in § 570.483(c) which are realized, 
provided that any reasonable expenses 
incurred in the disposition of such land 
may be deducted from the proceeds. The • 
repayments shall be made quarterly 
from proceeds received by the grant 
recipient. The repayment obligation 
shall be included in the terms of the 
closeout agreement notwithstanding the 
provisions of § 570.804(b)(7)(i) of subpart 
N; 

§ 570.487 General provisions. 

(a) The Secretary reserves the right to 
impose such other conditions in 
approving categorical program 
settlement grants as are deemed 
appropriate in furthering the objectives 
of this subpart. 

(b) Any settlement grants which are 
found to be in excess of actual needs on 
financial settlement of the project shall 
be returned to HUD. 

(c) The failure to comply substantially 
with requirements applicable to this 
Subpart, and Subpart N, may result in 
the termination of the grant and the 
recapture of any remaining funds which 
have not been obligated by the recipient 
for the purposes, and in accordance with 
the requirements, with respect to which 
the grant was provided. 
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(d) The provision of a grant under this 
subpart shall not serve to increase the 
local share requirements of the project. 

(e) The provisions of Subparts J, K, N, 
and O apply to this subpart, except to 
the extent they are specifically modified 
or augmented by the provisions of this 
subpart. 

(Section 7(d) of the Department of Housing 
and Urban Development Act. 42 U.S.C. 
3535(d).) 

Issued at Washington. D.C., July 20,1979. 
Robert C. Embry, Jr., 

Assistant Secretary for Community Planning 
and De velopment. 

|PR Doc. 79-28358 Filed 8-23-7* 8:45 6m] 
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DEPARTMENT OF ENERGY 

Economic Regulatory Administration 

l Docket No. ERA-R-79-181 

Notice of Intent Regarding Certain 
Responsibilities of the Department of 
Energy in Carrying Out Title I of the 
Public Utility Regulatory Policies Act 
of 1978 

AGENCY: Economic Regulatory 
Administration, Department of Energy. 

action: Notice of Intent. 

summary: Title I of the Public Utility 
Regulatory Polices Act of 1978 (PURPA) 
establishes a number of Federal 
requirements relating to the regulation 
of electric utilities and imposes 
obligations upon State regulatory 
authorities, certain nonregulated utilities 
and the Deprtment of Energy (DOE). On 
April 6.1979, the Economic Regulatory 
Administration (ERA) of DOE issued a 
Notice of Inquiry to solicit public 
comment on the manner of exercising 
DOE's authority under PURPA to (a) 
prescribe voluntary guidelines 
respecting the Federal standards set 
forth in PURPA. (b) intervene in State 
regulatory proceedings, and (c) provide 
technical assistance to help State 
regulatory authorities carry out their 
duties and responsibilities with respect 
to the standards. This Notice of Intent 
summarizes the public comments which 
ERA received and presents ERA's 
determinations with respect to the 
exercise of its authority to set 
guidelines, to intervene, and to provide 
technical assistance. 

FOR FURTHER INFORMATION CONTACT: 

Dr. Stephen S. Skjei. Division of 
Regulatory Assistance. Office of Utility 
Systems, Department of Energy. 2000 M 
Street. NW., (Room 4016B), Washington, 
D.C. 20461, telephone (202) 254-8209. 

Carl Kaplan. Division of Regulatory 
Proceedings. Office of Utility Systems, 
Department of Energy, 2000 M Street, 
NW. (Room 4332B), Washington, D.C. 
20461, telephone (202) 634-1800. William 
L. Webb. Office of Public Information, 
Economic Regulatory Administration, 
Department of Energy, 2000 M Street, 
NW. (Room B-110), Washington, D.C. 
20461, telephone (202) 634-2170. Mary 
Ann Masterson, Office of General 
Counsel, Department of Energy, 20 
Massachusetts Avenue. NW. (Room 
3224), Washington, D.C. 20585, telephone 
(202) 376-9469. 

If the persons listed above cannot be 
reached at their respective telephone 
numbers, interested parties should 


contact the Department of Energy 
locator at (202) 254-5000. 

SUPPLEMENTARY INFORMATION: 

I. Background 

On April 6.1979, ERA issued a Notice 
of Inquiry (44 FR 22022, April 12.1979) 
soliciting public comment on the 
exercise of DOE's authority to prescribe 
voluntary guidelines respecting 
standards establisheckby the Public 
Utility Regulatory Polices Act of 1978 
(PURPA). Pub. L. 95-617, 92 Stat. 3117 et 
seq. (16 U.S.C. 2601 et seq .): to intervene 
in State regulatory proceedings; and to 
provide technical assistance to State 
regulatory authorities. ERA also sought 
the views of hundreds of private 
organizations. State and local agencies, 
Federal agencies and other interested 
persons through a special mailing. 
Testimony was received from three 
speakers at a public hearing held in 
Washington, D.C. on May 10,1979, and 
from three speakers at a public hearing 
held in Denver, Colorado on May 17, 
1979. Written and oral comments were 
received from a total of 23 respondents. 
Among those commenting were State 
utility commissions, publicly-owned 
electric utilities, privately-owned 
electric utilities, and consumers. 

In the Notice of Inquiry, ERA posed 
the following questions concerning the 
exercise of its authority for voluntary 
guidelines, intervention, and technical 
assistance: 

Voluntaryr Guidelines 

(a) Should DOE decline to issue 
voluntary guidelines? 

(b) What policy areas should be 
addressed in the guidelines? 

(c) Should there be a single 
comprehensive guideline issuance, or 
multiple issuances each addressing 
specific policy issues? 

(d) How should voluntary guidelines 
be disseminated? 

(e) How should new issues be brought 
to the attention of DOE? 

(f) What factors should be considered 
in selecting issues for guidelines? 

Intervention 

(a) Which State proceedings should be 
considered for intervention? 

(b) Once a proceeding is selected for 
intervention, what issues should be 
addressed by DOE? 

Technical Assistance 

(a) What kinds of information should 
DOF. provide to State regulatory 
authorities? 

(b) How should the information be 
disseminated? 

(c) Should DOE offer on-site, informal 
assistance? 


(d) Should DOE sponsor seminars and 
workshops? 

(e) What services should DOE provide 
with respect to cost-of-service 
information? 

(f) Should DOE provide assistance to 
regulated utilities? 

This Notice of Intent summarizes the 
public comments received as a result of 
the April 6.1979 Notice of Inquiry and 
states ERA’s intent regarding the 
exercise of its authority under PURPA to 
issue voluntary guidelines, to intervene 
in State regulatory proceedings, and to 
provide technical assistance. 

11. Discussion of Comments and 
Intended Actions 

A. Guideline Issues 

(1) Summary of Comments. The 
number of respondents supporting the 
issuance of guidelines was 
approximately equal to the number 
opposed to their issuance. Respondents 
in favor of the issuance of voluntary 
guidelines suggested that voluntary 
guidelines: (a) would be helpful to some 
State commissions in the process of 
considering the PURPA standards; (b) 
should address particular areas as 
needed; and (c) should be published in 
the Federal Register as well as being 
directly communicated to all interested 
parties. Respondents opposed to the 
issuance of voluntary guidelines 
contended that substantial information 
on PURPA is already available and that 
the legislation is sufficiently explicit to 
guide State commissions in their 
consideration process. The major 
reasons cited for not issuing voluntary 
guidelines were that guidelines could (a) 
restrict the flexibility of State regulatory 
authorities and nonregulated electric 
utilities in responding to PURPA in a 
manner that adequately considers the 
individual circumstances of each utility 
and region; (b) delay ongoing State 
proceedings; and (c) cause States which 
have already considered PURPA 
standards to duplicate needlessly their 
prior efforts in order to reconsider issues 
in the context of DOE’s voluntary 
guidelines. 

Several respondents opposed to the 
issuance of voluntary guidelines, 
nonetheless, provided constructive 
suggestions in the event ERA 
determined to issue guidelines. Among 
the suggestions these respondents 
advanced were that voluntary 
guidelines should (a) clearly state that 
they are merely the DOE’s opinion on 
the PURPA standards; (b) be stated in 
generic terms that provide sufficient 
decision-making flexibility for case- 
specific application; (c) reflect DOE's 
intervention experience; and (d) be 
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published for public review and 
comment prior to final adoption. 

(2) Intended Actions. After a careful 
evaluation of the comments received 
and other available information, ERA 
has decided that it will exercise its 
discretionary authority under PURPA to 
promulgate voluntary guidelines for 
selected PURPA standards. These 
guidelines will be published as the need 
for then is identified through the States' 
annual PURPA reports, ERA’S regulatory 
intervention program, or other ERA 
assessments of the progress being made 
at the State level in carrying out PURPA 
duties and responsibilities. 

The purpose of these voluntary 
guidelines will be to provide State 
commissions, nonregulated utilities, and 
other interested parties with DOE’s 
views on issues that DOE believes to be 
important to the consideration of 
specific PURPA standards. The 
guidelines will be designed to contribute 
to the consideration process of State 
regulatory authorities and covered 
nonregulated utilities by (a) identifying 
factors pertinent to the consideration of 
a specific standard, especially elements 
of national policy, that DOE believes 
should be taken into account; (b) 
indicating how these factors may relate 
to other factors entering into 
consideration of the standard; and (c) 
describing the important issues that are 
implicit in such relationships of factors 
and that need to be addressed when 
considering the standard. Voluntary 
guidelines of this nature will be 
particularly helpful to those regulatory 
authorities and nonregulated utilities 
that have not yet considered the PURPA 
standards. 

The guidelines will, of course, be 
DOE’s opinion and the final 
determinations regarding the 
appropriateness of each standard in a 
particular case must ultimately be made 
by State commissions and nonregulated 
utilities on a case-by-case basis in light 
of the evidence presented and 
applicable legal requirements. The 
voluntary guidelines will seek to avoid 
those matters which are unique to an 
individual jurisdiction, as well as policy 
issues specific to particular cases. Case- 
specific policy issues will be addressed 
by DOE, as appropriate, through 
intervention in selected regulatory 
proceedings. 

While ERA believes that the process 
of consideration by State regulatory 
authorities and covered nonregulated 
utilities will be enhanced by voluntary 
guidelines, this Notice of Intent to issue 
voluntary guidelines should not and is 
not intended to provide a basis for 
delaying a State's consideration of, or 
determinations of appropriateness with 


respect to. the PURPA standards. 
Moreover, any failure by DOE to issue 
guidelines, or any delay by DOE in 
issuing guidelines will in no way relieve 
State commissions or covered 
nonregulated utilities of their obigations 
and responsibilities under PURPA. ERA, 
therefore, encourages State commissions 
and covered nonregulated utilities to 
proceed expeditiously in the 
consideration of the PURPA standards. 

(3) Procedures. Prior to issuing any 
voluntary guidelines. ERA will publish 
proposed voluntary guidelines for 
comment in the Federal Register and 
afford a period for receipt of written 
comments. Public hearings will be 
scheduled during this period, as 
appropriate. Final voluntary guidelines 
will be published in the Federal Register 
and will be mailed directly to all 
covered electric utilities and State 
regulatory authorities identified in the 
current Final List of fGas and] Electric 
Utilities Covered by Titles I and III of 
the Public Utility Regulatory Policies Act 
of 1978 and Title II of the National 
Energy Conservation Policy Act of 1978, 
initially published in the Federal 
Register on March 21,1979 (44 FR 
17448). 

In this regard, ERA soon will publish 
proposed voluntary guidelines for solar 
energy and renewable resources in 
accordance with the President’s 
directive of June 20.1979. The proposed 
voluntary guidelines for solar energy 
and renewable resources will be 
available for comment by October 15, 
1979. 

B. Intervention Issues 

(1) Summary of Comments. A total of 
eight respondents commented on the 
scope of DOE's authority to intervene 
regarding PURPA standards in State 
regulatory authority proceedings. On the 
question of factors to be considered by 
DOE in selecting State proceedings for 
DOE intervention, it was suggested that 
interventions should be limited to issues 
of national interest, should be 
precedential in nature, and should assist 
small utilities. On the question of issues 
DOE should address in preparing 
testimony, it was suggested that DOE 
should focus on controversial issues to 
clarify the intent of PURPA. One 
respondent commented that DOE should 
not intervene, and all other respondents 
qualified the scope of DOE intervention. 

(2) Intended Actions. No change in 
DOE’s intervention selection policy 
appears warranted based on the 
comments received. In the exercise of its 
discretionary authority to intervene in 
State regulatory proceedings and the 
proceedings of nonregulated utilities, 

DOE will endeavor initially to foster the 


purposes of PURPA and to contribute to 
informal decisionmaking through 
comprehensive participation in a limited 
number of proceedings. 

In selecting interventions under 
PURPA. DOE will continue to assess a 
variety of factors including, but not 
limited to; (a) the opportunity for a 
precedential decision; (b) PURPA 
objectives; (c) energy policy objectives;, 
(d) regulatory climate; (e) potential 
receptivity to DOE participation; (f) 
utility generation and fuel mix; (g) 
geographical balance; (h) data 
availability, as well as other issues that 
may be particularly relevant to each 
proceeding. 

In a related matter, one commenter 
suggested that DOE might have an 
inherent advantage as an intervening 
party in a proceeding where DOE had 
provided financial or technical 
assistance to the involved State public 
utility commission or to the utility 
company itself. DOE does not perceive 
that such assistance would create any 
advantage to DOE, since statutorily 
authorized financial and technical 
assistance activities are not case- 
specific. Assistance under PURPA is 
given only to assist in carrying out the 
duties and responsibilities of PURPA 
and is not intended to influence the 
outcome of deliberations concerning the 
PURPA standards. Furthermore, such 
assistance is always a matter of public 
record. 

(C) Technical Assistance Issues 

(1) Summary of Comments. A total of 
23 respondents commented on various 
aspects of the technical assistance 
questions posed in the Notice of Inquiry. 
Many encouraged ERA to provide some 
kind of technical assistance to 
interested parties. Several respondents 
were in favor of DOE providing on-site 
informal consultations. Several other 
respondents suggested that ERA 
continue to sponsor seminars and 
workshops. 

(2) Intended Actions. Based on the 
comments received. ERA will continue 
to expand its ongoing efforts to identify 
State needs in considering and 
implementing the PURPA standards and 
to make available appropriate 
assistance materials, programs and 
workshops in areas of national or 
regional interest. 

At the present time DOE has taken a 
number of steps to provide PURPA- 
related technical assistance to the 
States. Through the National Regulatory 
Research Institute (NRRI), ERA is 
engaged in a program to provide 
research, technical and analytic support 
to State regulatory and energy agencies 
and to nonregulated utilities. This 
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technical assistance effort presently 
encompasses 13 National Energy Act 
related projects and one long-range 
research project in the area of regulatory 
economics. NRR1 will also conduct 
several workshops for State public 
utility commissions on marginal cost 
pricing, time-of-use rates, and cost-of- 
service. In addition, other workships 
will be conducted by ERA on residential 
conservation services, cogeneration and 
small power production, and 
conservation voltage regulation and 
other utility energy efficiency measures. 

Other related ERA activities include 
(a) a project to determine the needs of 
State public utility commissions and 
utilities for an information 
clearinghouse, (b) case studies on 
lifeline rate programs, (c) development 
of assistance materials for use by State 
public utility commissions and utilities 
in complying with PURPA in the areas of 
load management, master metering, 
consumer rate information and rate 
analysis techniques, and (d) grants to 
State consumer agencies to assist in 
presentation of the consumer 
perspective in rate proceedings. 

ERA will continue to monitor State 
needs, to analyze requests for technical 
assistance and to structure programs to 
meet those needs. 

Issued in Washington, D.C. on August 20, 
1979. 

Jerry L. Pfcffer, 

Assistant Administrator for Utility Systems, 
Economic Regulatory Administration. 

(FR Doc Km Filed &-23-7S. 8.45 araj 
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DEPARTMENT OF LABOR 

Employment and Training 
Administration 

20 CFR Parts 675 and 685 

Young Adult Conservation Corps. 

agency: Employment and Training 
Administration, Labor. 
action: Final rules._ 

summary: This document contains final 
rules for the Young Adult Conservation 
Corps (YACC). These regulations set 
forth the requirements for the funding, 
establishment, location, operation and 
management of YACC and for the 
recruitment, referral, selection, and 
assignment of enrollees. These 
regulations also set forth the standards 
for hours and conditions of employment; 
standards for safe and healthful working 
and living conditions; wage rates and 
allowable deductions; and various 
YACC administrative provisions. 
date: Effective date of these rules is 
September 24,1979. 

Comments on the final rules are 
requested by October 23,1979. 
ADDRESSES: Comments should be 
addressed to the Assistant Secretary of 
Employment and Training, U.S. 
Department of Labor, 601 D Street, NW., 
Washington, DC 20213. Attention: 

Robert Taggart. Administrator, Office of 
Youth Programs. 

FOR FURTHER INFORMATION CONTACT: 

Robert Taggart, Administrator, Office of 
Youth Programs, Telephone: (202) 376- 
2646. 

SUPPLEMENTARY INFORMATION: The 

Comprehensive Employment and 
Training Act (CETA) Amendments of 
1978 (Pub. L. 95-524), which extended 
the authorization of the Young Adult 
Conservation Corps (YACC), was signed 
into law on October 27,1978. The YACC 
remains as Title VIII of CETA. as it was 
when first enacted as part of the Youth 
Employment and Demonstration 
Projects Act (YEDPA) of 1977 (Title I, 
Pub. L. 95-93) on August 5,1977. The 
provisions of Title VIII (YACC) remain 
basically unchanged, with the following 
exceptions: 

(a) Section 804(a) was amended to 
add a new subsection (12) to provide for 
activities in integrated pest 
management. (See § 685.22(a)(12) of this 
Part.) 

(b) Section 804(b)(1) was amended to 
include the Fish and Wildlife 
Conservation Act; 16 U.S.C. 601, with 
those provisions of Federal law with 
which work on YACC projects must be 


consistent. (See § 685.22(b)(1) of this 
Part.) 

(c) Section 806(a)(2)(B)(i) was 
amended to add, specifically, as eligible 
deliverers, the Federal Extension 
Service and the cooperative extension 
service of any State with respect to pest 
management projects described in 
Section 804(a)(12) of the Act. (See 
§ 685.3(b)(1) of this Part.) 

The purpose of the YACC is to 
provide employment and other benefits 
to youths who would not otherwise be 
currently employed, through a period of 
service during which they engage in 
completing projects of a public nature 
on Federal and non-Federal public lands 
and waters. 

Section 126(a) of CETA states that the 
Secretary may prescribe such rules and 
regulations as he deems necessary to 
carry out the purposes of CETA. 

Pursuant to this authority, the 
Department of Labor is setting forth in 
this document the Federal regulations 
governing the Young Adult Conservation 
Corps program. The Department of 
Labor’s regulation at 29 CFR 2.7 states 
that it is the policy of the Department of 
Labor to use proposed rulemaking 
procedures when issuing regulations for 
grant programs. The Secretary, however, 
in signing this document, is waiving the 
regulation at 29 CFR 2.7 for the following 
reasons: (1) these regulations continue 
the provisions of the existing YACC 
regulations at 29 CFR Part 97b with 
minimal substantive changes; and (2) 
Section 4(a)(2) of the CETA 
Amendments of 1978 requires that 
CETA, as reauthorized, be implemented 
by April 1,1979. Nevertheless, even 
though this document contains final 
rules, the Department, in keeping with 
the spirit of 29 CFR 2.7 and Executive 
Order 12044, is requesting comments on 
these final rules. Changes in these rules 
may be made at a later date, depending 
upon the extent and nature of any 
comments. 

The financial and other impact of 
these regulations is less than specified 
in DOL criteria for determining when a 
regulatory analysis should be 
performed. See 44 FR 5576 (January 26. 
1979). Therefore, the preparation of a 
regulatory analysis is not required for 
these regulations. 

Accordingly, Title 20 of the Code of 
Federal Regulations, Chapter V, is 
amended as follows: 

1. In § 675.3 add the following table of 
contents for Part 685: 


PART 675—INTRODUCTION OF THE 
REGULATIONS UNDER THE 
COMPREHENSIVE EMPLOYMENT AND 
TRAINING ACT 

§ 675.3 Table of Contents for Regulations 
Under CETA. 


PART 685—YOUNG ADULT 
CONSERVATION CORPS UNDER TITLE VIII 
OF THE COMPREHENSIVE EMPLOYMENT 
AND TRAINING ACT 

Subpart A—General 

Sec. 

685.1 Purpose and scope. 

685.2 Definitions. 

685.3 Eligibility for funds. 

685.4 Funding procedures. 

Subpart B—Enrollee Recruitment, Referral, 
Selection, Assignment, Status 

685.10 Eligibility criteria. 

685.11 Limitations on enrollment. 

685.12 Recruitment and referral procedures. 

685.13 Selection, and assignment. 

685.14 Federal status of enrollees. 

685.15 Federal Employees’ Compensation 
procedures. 

685.16 Tort claims. 

685.17 Enrollee claims for lost, stolen or 
damaged personal property. 

Subpart C—Program Operation 

685.20 Camp/project site selection, location. 

685.21 Camp/project operation and 
management. 

685.22 Work projects and assignments. 

685.23 Safety and health. 

685.24 Residential camp living conditions. 

685.25 Enrollee wages and hours of work. 

685.26 Allowable deductions from enrollee 
wages. 

685.27 Enrollee payroll procedures. 

685.28 Enrollee leave. 

685.29 Resolution of grievances and 
complaints filed by enrollees. 

685.30 Cooperation with agencies and 
institutions. 

Subpart D—Administrative Provisions 

685.40 Interagency agreement. . 

685.41 Annual program operating plan. 

685.42 Directives, guidelines, controls, and 
records. 

685.43 Enrollee records. 

685.44 Financial management. 

685.45 Property management. 

685.46 Procedures for resolving complaints. 

685.47 Maintenance of records. 

685.48 Reporting requirements. 

685.49 Assessment/monitoring. 

685.50 Overall program evaluation. 

2. By adding a new Part 685 to read as 
follows: 

PART 685—YOUNG ADULT 
CONSERVATION CORPS UNDER 
TITLE VIII OF THE COMPREHENSIVE 
EMPLOYMENT AND TRAINING ACT 

Subpart A—General 

Sec. 

685.1 Purpose and scope. 
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See. 

685.2 Definitions. 

685.3 Eligibility for funds. 

685.4 Funding procedures. 

Subpart B—Enrollee Recruitment, 

Selection, Assignment, Status 

685.10 Eligibility criteria. 

685.11 Limitations on enrollment. 

685.12 Recruitment and referral procedures. 
085.13 Selection, and assignment. 

685.14 Federal status of enrollees. 

685.15 Federal Employees' Compensation 
procedures. 

685.16 Tort claims. 

685.17 Enrollee claims for lost, stolen or 
damaged personal property. 

Subpart C—Program Operation 

685.20 Camp/project site selection, location. 

685.21 Camp/project operation and 
management. 

685.22 Work projects and assignments. 

685.23 Safety and health. 

685.24 Residential camp living conditions. 

685.25 Enrollee wages and hours of work. 

685.26 Allowable deductions from enrollee 
wages. 

685.27 Enrollee payroll procedures. 

685.28 Enrollee leave. 

685.29 Resolution of grievances and 
complaints filed by enrollees. 

685.30 Cooperation with agencies and 
institutions. 

Subpart D—Administrative Provisions 

685.40 Interagency agreement. 

685.41 Annual program operating plan. 

685.42 Directives, guidelines, controls, and 
records. 

685.43 Enrollee records. 

685.44 Financial management. 

685.45 Property management. 

685.46 Procedures for resolving complaints. 

685.47 Maintenance of records. 

685.48 Reporting requirements. 

685.49 Assessment/monitoring. 

685.50 Overall program evaluation. 
Authority: Section 126(a)(1) of the 

Comprehensive Employment and Training 
Act (29 U.S.C. 801 et seq.) unless otherwise 
noted. 

Subpart A— General 

§ 685.1 Purpose and scope. 

(a) The purpose of this part is to 
provide the regulations of the 
Department of Labor for a Young Adult 
Conservation Corps (YACC) under Title 
VIII of the Comprehensive Employment 
and Training Act. 

(b) This part contains the policies, 
rules and regulations pertaining to the 
Young Adult Conservation Corps 
program. The definitions at § 675.4 of 
this title and the following listed 
provisions of Part 676 of this title also 
apply to the YACC to the extent that 
they do not conflict with the provisions 
of this Part: 

Subpart B 

(1) Section 676.30(f), Termination 
conditions; participant limitations. 


Subpart C 

(2) Section 676.46, Secretary's 
responsibilities . 

Subpart D 

(3) Section 676.51, Nondiscrimination 
and equitable service. 

Subpart E 

(4) Section 676.61 through 676.74, 
pertaining to prevention of fraud and 
program abuse, except that the words 
“recipient” or “subrecipient” shall 
include entities receiving financial 
assistance from Agriculture and Interior 
under Title VIII of CETA to perform 
substantive work for YACC. 

§ 685.2 Definitions. 

Definitions for abbreviations and 
major terms used in this part are 
contained in § 675.4 of this title. The 
following definitions are specific to this 
part: 

“Act” means the Comprehensive 
Employment and Training Act. 

“Academic credit” means credit for 
education, training or work applicable 
toward a secondary school diploma, a 
post secondary degree, or an accredited 
certificate of completion, consistent with 
applicable State law and the 
requirements of an accredited 
educational agency or institution. 

“Agriculture” means the Secretary of 
Agriculture or his or her designee. 

“Area(s) of substantial 
unemployment” (ASU) means an area— 

(1) which has a population of at least 

10 , 000 ; 

(2) (i) which has an average 
unemployment rate of at least 6.5 
percent for the most recent twelve- 
month period, as determined by the 
Bureau of Labor Statistics (BLS): or 

(ii) which for fiscal year 1979. and for 
parts A, B, and C of Title II of the Act for 
all fiscal years, has an average 
unemployment rate of at least 6.5 
percent for any three consecutive 
months during the most recent twelve- 
month period, as determined by the 
Bureau of Labor Statistics. (Sec. 803(d).) 

“Enrollee” means an individual who 
has been officially enrolled at the 
assigned camp/project until the time of 
his or her offical termination from the 
YACC program. The term “enrollee” is 
synonymous with “Corps member” as 
used in the statute and includes 
individuals in both the Federal and 
State grant programs. 

"Federal program” means those 
camps/projects of the YACC program 
which are operated directly by 
Agriculture and Interior, as 
distinguished from those operated by 
States under the State grant program. 


“Interagency agreement” means the 
tripartite agreement, entered into by the 
Secretaries of Labor, Agriculture and the 
Interior, which outlines their separate 
and joint responsibilities for operation 
and management of the YACC program 
under the Act. (Sec. 802) 

“Interior” means the Secretary of the 
Interior or his or her designee. 

“Labor” means the Secretary of Labor 
or his or her designee. 

“Nonresidential project” means a 
desingated area from which daily work 
activities are assigned and to/from 
which nonresidential enrollees commute 
daily. 

“Onboard strength” means the actual 
number of individuals enrolled in the 
YACC program or any specified camp, 
project or other component thereof, at a 
given time. 

“Program direction” means those 
general and administrative functions 
and services provided by Agriculture 
and/or Interior for overall management 
of the YACC. 

“Program operating plan” means the 
annual plan for operation of the overall 
YACC program, which is jointly 
developed by Labor, Agriculture and 
Interior pursuant to the interagency 
Agreement. The plan consists of site 
selections/locations, the proportions of 
residential and nonresidential enrollee 
slots, and the budget. 

“Refugee/parolee” as used in 
§ 685.10(a) means an alien who is 
admitted into the United States under 
the Immigration and Nationality Act, 
and who is legally authorized to take 
permanent employment in the United 
States. (Sec. 803(b)(1)(C)) 

“Report, financial and program 
progress” as used in § 685.4(a)(2) and 

(3), and outlined in § 685.47(c). means 
that report which is required from 
Agriculture and Interior under section III 
G of the YACC Interagency Agreement, 
and which includes information on 
enrollee slot capacity, enrollment, and 
characteristics, as well as financial 
status, for both the Federal and State 
grant programs. 

“Residential camp” means a YACC 
facility established and maintained to 
provide 7-days-a-week, 24-hours-a-day 
residential support services for 
enrollees. 

“School program, full time” as used in 
§ 685.11(a), means any educational 
program, attendance at which would 
prevent full-time participation in 
scheduled work assignments required 
by the YACC program. 

“Selection, enrollee” means the 
Agriculture or Interior process of 
choosing, only from among those 
candidates referred to them by Labor, 
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which individuals will be enrolled in the 
YACC. (Sec. 803(a)) 

“Selection, site” means the 
Agriculture or Interior process of 
choosing, in consultation with Labor, the 
location at which each YACC 
residential camp or nonresidential 
project will be established and operated. 
(Sec. 804(a)) 

“State grant program” means those 
YACC camps/projects operated by 
States, local units of government, public 
and/or private nonprofit agencies or 
organizations, under grants made and 
administered jointly by Agriculture and 
Interior with States. In accordance with 
title VIII, Section 806 of the Act. 

“Unemployed” means, for purposes of 
the YACC program, persons who are 
without jobs and who want and are 
available for full-time work. 

“YACC” means the Young Adult 
Conservation Corps program, authorized 
by Title VIII of the Comprehensive 
Employment and Training Act. 

“Youth population, State's total” 
means the number of youth in a State 
ages 16 through 24, consistent with the 
most current Bureau of Census estimate. 

§ 685.3 Eligibility for funds. 

(a) Labor shall make an interagency 
transfer of funds to Agriculture and 
Interior to carry out their responsibilities 
in the operation and management of 
YACC residential camps and 
nonresidential projects, in accordance 
with the interagency agreement between 
Labor, Agriculture, and Interior. 

(b) Agriculture and Interior shall make 
available to governors or their designees 
30 percent of the sums appropriated for 
the YACC for any fiscal year, for the 
operation of State and local programs. 
Agriculture and Interior shall apportion 
such sums on the basis of each State’s 
total youth population, and consistent 
with the interagency agreement and the 
regulations of this part, and after 
consultation with the Governor, may 
enter into agreements with the Governor 
or his or her designee for operation of 
the State grant programs by: 

(1) any State agency or institution 
specifically including the Federal 
Extension Service and the cooperative 
extension service of any State with 
respect to pest management projects 
described in Sec. 685.22(a)(12) of this 
title. 

(2) any unit of general local 
government, or any public agency or 
organization or any private nonprofit 
agency or organization which has been 
in existence for at least two years. (Sec. 
806) 

(c) Regulations promulgated by 
Agriculture and Interior, covering the 
State grant program, shall be consistent 


with the Department of Labor 
regulations issued under this part, and 
the interagency agreement. 

§ 685.4 Funding procedures. 

(a) Labor shall fund the Federal and 
State grant YACC program by 
semiannual, direct transfers of funds 
and obligational authority to Agriculture 
and Interior, using Standard Form 1151. 
“Nonexpenditure Transfer 
Authorization.” (Sec. 809) 

(1) After the initial transfer of funds, 
Labor shall make semiannual transfers 
of funds, no sooner than 30 days after 
receipt of each first-quarter financial 
and program progress report for the 
midyear transfer, and no later than 30 
days before the beginning of subsequent 
new fiscal years. (See Sec. 685.41 of this 
part.) 

(2) In advance of each third quarter, 
after the first fiscal year. Labor shall 
review quarterly Financial and program 
progress reports and use the financial 
data to provide for adjustments in the 
midyear semiannual transfer. Such 
adjustments will include reductions by 
amounts corresponding to the balances 
remaining unobligated by Agriculture or 
Interior, or both, during the fourth 
quarter of the previous fiscal year, since 
such balances are considered available 
resources. 

Subpart B—Enrollee Recruitment, 
Referral, Selection, Assignment, 

Status 

§685.10 Eligibility criteria. 

To be eligible for YACC, a youth must 
be: 

(a) unemployed, at the time of 
application; 

(b) age 16 through 23, inclusive; 

(c) citizens or lawfully admitted 
permanent residents of the United 
States or lawfully admitted refugees or 
parolees; and 

(d) capable of carrying out the work to 
which they may be assigned. (Sec. 
803(b)(1)) 

§ 685.11 Limitations on enrollment. 

(a) Labor shajl not refer any youth to 
Agriculture or Interior who is between 
the ages of 16 and 18, inclusive unless 
the applicant gives written assurance on 
the application form that he or she has 
not left a full-time school program for 
the purpose of enrolling in YACC. (Sec. 
803(b)(2).) 

(b) Agriculture and Interior shall 
assure that no youth is enrolled in the 
YACC for a period exceeding 12 months. 
Such period may be completed in up to 
three separate enrollments, so long as 
the youth meets the eligibility 
requirements at the time of each 


separate enrollment. If a youth reaches 
the age of 24 while enrolled, he or she 
may remain in the program to complete 
his or her current period of enrollment. 
(Sec. 803(e)(1).) 

(c) Labor shall not refer any youth if 
he or she desires enrollment only for the 
normal periods between school terms. 
(Sec. 803(e)(2).) 

§ 685.12 Recruitment and referral 
procedures. 

(a) Labor shall recruit candidates for 
YACC through the public employment 
service, prime sponsors qualified under 
section 101 of the Act, sponsors of 
Native American programs qualified 
under section 302 of the Act, sponsors of 
migrant and seasonal farmworkers 
programs under section 303 of the Act, 
Agriculture and Interior, and such other 
agencies and organizations as Labor 
may deem appropriate. (Sec. 803(c).) To 
the extent feasible, Labor shall refer, 
through the public employment service, 
an equitable number of youth for 
employment, based upon the total youth 
population of the State, from both sexes, 
and from all economic and racial 
classifications. Labor shall transmit to 
the SESA’s Census data reflecting the 
numbers of youth in each State in these 
classifications. 

(b) State employment security 
agencies (SESA’s), through their local 
employment service/job service offices 
(ES/JS), shall enter into nonfinancial 
agreements with title II prime sponsors 
and other agencies and organizations, as 
they deem appropriate, for the 
recruitment and initial referral of 
candidates for YACC to the ES/JS. ES/ 
JS offices shall identify prospective 
applicants from their own Files and shall 
also take and process all applications 
from interested youth for subsequent 
referral of eligible applicants to 
Agriculture/Interior. 

(c) Local ES/JS offices shall refer all 
those candidates who self-certify that 
they meet the eligibility criteria listed in 
§ 685.10 (a), (b), and (c) to individuals 
designated by Agriculture and Interior 
for selection of those to be enrolled. 
These candidates shall be deemed 
capable of performing the work which 
the YACC has available. Such referrals 
shall include all interested youth, 
including veterans, from all economic 
and racial classifications. 

(d) After receipt of verification, from a 
camp or project director, that a youth 
has been officially enrolled, the ES/JS 
office shall notify the appropriate 
recruiting agency. 

(e) Labor shall review data to 
determine whether any adjustment in 
the recruitment and referral process is 
necessary to see that, to the extent 
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feasible, an equitable proportion of 
male, female, poor, nonpoor, minority, 
and nonminority youth are being served, 
based upon the most current Census 
estimates of total youth population in 
each State. 

§ 685.13 Selection and assignment. 

Agriculture and Interior 
representatives shall: 

(a) Notify ES offices when openings 
are available; 

(b) Select potential enrollees only 
from applications referred by ES/JS; 

(c) To the extent feasible, select an 
equitable number of youth for 
employment, based upon the total youth 
population of the State, from both sexes, 
and from all economic and racial 
classifications; 

(d) Notify selected applicants of the 
date, time, and place to which they 
should report for work, and that: 

(1) A physical examination is required 
of each selectee, which either must be 
obtained at the selectee’s expense or 
may be obtained by the selectee at little 
or no cost; 

(2) They will be required to pay for 
their own transportation to and from the 
project or camp. Youths, who need an 
advance against future salary to pay for 
transportation to a residential camp may 
request one from the camp director; 

(3) A parental consent will be 
required for those youth who have not 
yet reached the age of majority; 

(4) They must provide their own 
clothing, with the exception of certain 
safety equipment which will be 
provided. 

(e) Assign youth to nonresidential 
projects within normal commuting 
distance from their homes, and youth to 
residential camps as near to their homes 
as practicable, without regard to State 
boundaries; 

(f) Notify the referring ES/JS office, as 
soon as possible but no later than thirty 
days after receipt of application, which 
applicants have been selected and have 
reported for employment, and which 
have not been so selected. 

§ 685.14 Federal status of enrollees. 

(a) Except as otherwise specifically 
provided in this part, all YACC 
enrollees, whether in the Federal 
program or the State grant program, 
shall not be deemed Federal employees, 
and shall not be subject to the 
provisions of law relating to Federal 
employment including those regarding 
hours of work, rates of compensation, 
leave, unemployment compensation, and 
Federal employee benefits. (Sec. 805(a).) 

(b) For purposes of section 5911 of 
title 5 of the United States Code, relating 
to allowances for living quarters, 


enrollees whose housing is provided by 
the Federal Government shall be 
deemed employees of the United States 
within the meaning of the term 
"employee” as defined in that section, 
and provisions of that section shall 
apply. (Sec. 805(a)(4).) 

(c) For purposes of the Internal 
Revenue Code of 1954 (26 U.S.C. 1 et 
seq.) and title II of the Social Security 
Act (42 U.S.C. 401 et seq.), enrollees, 
including State grant program enrollees, 
shall be deemed employees of the 
United States, and any service 
performed by a person as an enrollee 
shall be deemed to be performed in the 
employ of the United States. (See 805(a)) 

(d) For purposes of chapter 171 of title 
28 of the United States Code, relating to 
tort claims procedures, enrollees, 
including State grant program enrollees. 
shall be deemed employees of the 
United States within the meaning of the 
term "employee of the Government" as 
defined in section 2671 of title 28, United 
States Code, and provisions of that 
chapter shall apply. (Sec. 805(a)(3)) 

(e) For purposes of subchapter 1 of 
chapter 31 of title 5 of the United States 
Code, relating to compensation to 
Federal employees for work injuries, 
enrollees, including State grant program 
enrollees, shall be deemed employees of 
the United States within the meaning of 
the term "employee" as defined in 
section 8101 of title 5, United States 
Code, and provisions of that subchapter 
shall apply except that the term 
"performance of duty" shall not include 
any act of an enrollee while absent 
without authorization from his or her 
assigned post of duty, but shall include 
time spent participating in an activity 
(including an activity while on pass or 
during travel to or from such post of 
duty) authorized by or under the 
direction of YACC program staff. (Sec. 
805(a)(2)) 

(1) Residential enrollees are generally 
considered under FECA to be Federal 
employees from the time each begins 
Government authorized travel to the 
assigned YACC camp, to the time each 
completes Government authorized travel 
after termination from the program. 
During this period, residential enrollees 
are generally considered, under FECA, 
to be in "performance of duty" at all 
times, during any and all of their 
activities, 24 hours a day, 7 days a week, 
except when they are absent without 
authorization. Whether a residential 
enrollee is in "performance of duty" 
shall be determined by the Office of 
Workers’ Compensation Programs 
(OWCP). 

(2) Nonresidential enrollees. after 
official enrollement, are generally 
considered, under FECA, to be in 


"performance of duty" as Federal 
employees from the time they arrive 
daily at the designated area from which 
activities are assigned, until they leave 
such designated area or activity. 
Nonresidential enrollees are generally 
not covered by FECA while commuting 
between a designated area/authorized 
activity and their residence. Whether a 
nonresidential enrollee is in 
"performance of duty" shall be 
determined by OWCP. 

§ 685.15 Federal Employees’ 
Compensation procedures. 

(a) Whenever a youth is injured, 
develops an occupationally related 
illness, or dies, the camp/project 
director shall immediately comply with 
the procedures set out in the 
Employment Standards Administration 
regulations at 20 CFR Chapter 1. The 
camp/project director shall also see that 
a thorough investigation of the 
circumstances, and a medical 
evaluation, are made, and shall see that 
required forms are filed with the 
appropriate OWCP district office. 

(b) If a youth dies, the camp or project 
director, in addition to making proper 
notifications, in accordance with 
procedures established by Agriculture 
and/or Interior, shall: 

(1) Notify the appropriate district 
office of OWCP of the death and the 
circumstances surrounding it, and file 
appropriate forms with that office; (Sec. 
805(a)(2) of the Act); 

(2) Inform the next of kin of any 
benefits which may be available from 
Federal Employees’ Compensation. The 
camp/project director shall notify them 
that the Government shall pay for 
expenses involved in the preparation 
and transportation of the remains to a 
mortuary in the area selected by the 
next of kin, but not for other funeral 
expenses; 

(3) Consult the decedent’s family as to 
the final disposition of the remains 
before any final action is taken in this 
regard; and 

(4) If the next of kin refuses to accept 
the remains, arrange for burial at a site 
close to the camp/project and at a cost 
not to exceed the amount authorized in 
section 8134(a) of the Federal 
Employee’s Compensation Act (FECA). 

§685.16 Tort claims. 

(a) In the event an enrollee is alleged 
to be involved in the damage, loss or 
destruction of the property of others or 
of causing personal injury to or the 
death or other individual(s) while in the 
performance of duty, claims may be 
filed by the owner(s) of the property, the 
injured person(s), or by a duly 
authorized agent or legal representative 
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of the claimant to the camp/project 
director who shall collect all of the facts 
and submit the claim for a decision to 
the appropriate officials of Agriculture 
and Interior for processing pursuant to 
the tort claim procedures established by 
those departments. 

(b) Tort claims shall be made on 
Standard Form 95, the Claim for Damage 
or Injury form or a similar document, 
supported by necessary justification. 

§ 685.17 Enrollee claims for lost, stolen or 
damaged personal property. 

(a) Agriculture or Interior may pay 
claims to enrollees for lost damaged, or 
stolen personal property, up to a 
maximum of $200, when such loss is not 
due to the negligence of the enrollee. 
Enrollees shall always be compensated 
for losses when they are the result of a 
natural disaster or when the enrollee’s 
property is in the protective custody of 
the camp director. The Camp/project 
director shall file such claims with 
Agriculture or Interior for a 
determination on the claim and 
promptly notify the enrollee of the 
determination. 

Subpart C—Program Operation 

§ 685.20 Camp/project site selection, 
location. 

Consistent with the interagency 
agreement, Agriculture and Interior, in 
consultation with Labor, shall select the 
site of each residential camp and 
nonresidential project. 

(a) Nonresidential projects and those 
residential camps providing for 
nonresidential participation shall be 
located within normal commuting 
distances from the geographic centers of 
areas of substantial unemployment 
designated by the Secretary of Labor. 
Labor shall annually provide Agriculture 
and Interior with a listing of areas of 
substantial unemployment. 

(b) To the maximum extent feasible, 
residential camps shall be located in 
areas where existing residential 
facilities for the enrollees are available. 
Whenever appropriate existing but 
unoccupied or underutilized Federal. 
State, or local government facilities and 
equipment shall be utilized for YACC 
camps with the approval of the Federal 
agency. State or local government 
involved. (Sec. 804(d)(2)) 

§ 685.21 Camp/project operation and 
management. 

(a) In keeping with the interagency 
agreement. Agriculture and Interior 
shall, in the case of the Federal program, 
have responsibility for, and. in the case 
of the State grant program, issue 
guidelines covering 


(1) The identification of a director or 
supervisor in charge of each YACC 
residential camp or nonresidential 
project; 

(2) The staffing, operation and 
management of each YACC camp and 
project; 

(3) Selection of enrollees; 

(4) Determination of enrollee’s work 
assignments, subject to the health, 
safety, and work standards established 
by Labor in § § 685.22. 23. 24 and 25 of 
this subpart; 

(5) Enrollee discipline; 

(6) Enrollee termination; and 

(7) Operating an effective program at 
each camp and project. 

(b) Agriculture and Interior may 
provide for such transportation related 
to camp and/or work project operations, 
lodging, subsistence, medical treatment, 
and other services, supplies, equipment, 
and facilities as they may deem 
appropriate to carry out the purposes of 
this part, consistent with the regulations 
mentioned in paragraph (a)(4) of this 
section, regarding health, safety and 
work standards. (Sec. 804(d)(1)) 

S 685.22 Work projects and assignments. 

(a) YACC enrollees shall perform 
work on projects in such fields as: 

(1) Tree nursery operations, planting, 
pruning, thinning, and other silvicultural 
measures; 

(2) Wildlife habitat improvements and 
preservation; 

(3) Range management improvement; 

(4) Recreation area development, 
rehabilitation, and maintenance; 

(5) Fish habitat and culture measures; 

(6) Forest insect and disease 
prevention and control; 

(7) Road and trail maintenance and 
improvements; 

(8) General sanitation, cleanup and 
maintenance; 

(9) Erosion control and flood damage; 

(10) Drought damage measures; and 

(11) Other natural disaster damage 
measures. (Sec. 804(a)) 

(12) Integrated pest management, 
including activities to provide the 
producers of Agricultural commodities 
with information about the appropriate 
amount of chemical pesticides which 
when used in conjunction with 
nonchemical methods of pest control (a) 
will provide protection against a wide 
variety of pests, (b) will preserve to the 
greatest extent possible the quality of 
the environment, and (c) will be cost 
effective. 

(b) Agriculture and Interior shall 
undertake to assure that projects on 
which work is performed under this part 
are consistent with the Forest and 
Rangeland Renewable Resources 
Planning Act of 1974. as amended by the 


National Forest Management Act of 
1976. and such other standards relating 
to such projects as the Secretaries of 
Agriculture and Interior shall prescribe, 
consistent with other provisions of 
Federal law (including the Fish and 
Wildlife Conservation Act; 16 USC 601). 
(Sec. 804(b)(1)) 

(c) To the maximum extent 
practicable, Agriculture and Interior 
shall establish projects that: 

(1) Are labor-intensive; 

(2) Are projects for which work plans 
can be readily developed; 

(3) Are able to be initiated promptly; 

(4) Are productive; 

(5) Are likely to have a lasting impact 
both as to the work performed and the 
benefit to the youths participating; 

(6) Provide work experience to 
participants in skill areas required for 
the projects; and 

(7) Are similar to activities of persons 
employed in seasonal and part-time 
employment in agencies such as the 
National Park Service, United States 
Fish and Wildlife Service, Bureau of 
Reclamation, Bureau of Land 
Management, Bureau of Indian Affairs, 
Forest Service, Bureau of Outdoor 
Recreation, and Soil Conservation 
Service. (Sec. 804(c)) 

(d) Agriculture and Interior shall 
assure that YACC program activities 
will not result in the displacement of 
employed workers, or impair existing 
contracts for services, or result in the 
substitution of YACC funds for other 
funds in connection with work that 
would otherwise be performed, 

(e) Agriculture and Interior shall place 
individuals employed as enrollees into 
jobs which will diminish the backlog of 
relatively labor-intensive projects which 
would otherwise be carried out if 
adequate funding were made available. 
(Sec. 804(b)(2)) 

(f) Agriculture and Interior shall see 
that YACC enrollees do not, at the same 
time, share common facilities or 
property, or work with members of the 
Job Corps, under title IV of the Act, 
except in emergency situations, as 
outlined in paragraphs (g) and (h) of this 
section. 

(g) Agriculture and Interior may 
authorize and utilize enrollees who are 
at least 18 years old to provide 
assistance and to perform work in 
emergency disaster situations. Camp/ 
project directors may ask enrollees to 
volunteer, but may not require them to 
participate while any natural disaster is 
occurring. They may. however, require 
enrollees to perform work on damage 
which has been caused by such 
disasters. In determining the eligibility 
of enrollees for performing such work, 
camp/project directors shall follow 
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regular Agriculture and Interior policies 
and procedures, insofar as they are 
consistent with health, safety, and work 
standards established by Labor in 
sections 685.22, 23. 24, and 25 of this 
subpart. Agriculture and Interior shall 
arrange, to the extent feasible, for any 
added expenses consequent to such 
assistance to be borne by the benefiting 
organization. If funding is not available 
from the benefiting organization. 
Agriculture and Interior may use YACC 
operational funds to provide the 
emergency assistance, subject to the 
availability of such funds. 

(h) Camp and project directors shall 
see that no enrollee participates in 
emergency relief efforts: 

(1) In connection with strikes or labor 
stoppages: or 

(2) On private property except as 
incidental to authorized emergency 
work as outlined in paragraph (g) of this 
section. 

(i) Camp and project directors shall 
see that the assignment of enrollees 
under 18 years of age to work activities 
is in compliance with the Hazardous 
Occupation Orders issued pursuant to 
the Fair Labor Standards Act and set 
forth at 29 CFR 570.50 et seq. 

§ 685.23 Safety and health. 

(a) Agriculture and Interior shall 
assure that enrollees are not required or 
permitted to work or receive services in 
buildings or surroundings or under 
conditions which are unsanitary, 
hazardous, or lack proper ventilation. 
Camp and project directors shall see 
that such work or services are 
conducted or provided in accordance 
with appropriate Agriculture or Interior 
policies and procedures, and are 
consistent with the standards set forth 
in the regulations under the 
Occupational Safety and Health Act at 
29 CFR Part 1910,1926, and 1960 subpart 
B. 

(b) Agriculture and Interior shall 
conduct safety and health inspections of 
every residential camp and work project 
area connected therewith, at least 
annually, consistent with the 
requirements in 29 CFR 1960.26(d). 

(c) Camp/project directors shall issue 
9uch items of protective and safety 
clothing and equipment to enrollees as 
are necessary and appropriate to ensure 
a maximum of safety in all work 
situations. Camp/project directors shall 
also see that proper use of such clothing 
and equipment is taught to enrollees and 
enforced. Enrollees are expected to 
provide all other clothing. 

(d) Camp/project directors shall 
provide complete safety orientation to 
enrollees in all work situations to alert 


them to any hazards to which they may 
be exposed. (Sec. 805(b)(3)) 

§ 685.24 Residential camp living 
conditions. 

(a) Residential camp directors shall 
provide for residential support facilities 
and services which ensure healthful and 
secure living conditions, 7 days a week, 
24 hours a day. 

(b) Agriculture and Interior shall 
assure that all residential facilities are 
well maintained and shall comply with 
applicable Federal, State, and local 
safety, health, and housing codes for 
multipurpose group residences. 

(c) Agriculture and Interior shall see 
that adequate supervision and 
assistance are provided which are 
adequate to ensure the safety and health 
of the enrollees. (Sec. 805(b)(3)) 

§ 685.25 Enrollee wages and hours of 
work. 

(a) Agriculture and Interior shall 
assure that each enrollee, in both the 
Federal and State grant programs, is 
paid at the same hourly rate, which shall 
be at the Federal minimum rate 
specified in section 6(a)(1) of the Fair 
Labor Standards Act of 1938, as 
amended. 

(b) Notwithstanding paragraph (a) of 
this section Agriculture and Interior 
shall provide for an additional cost-of- 
living allowance for enrollees in the 
State of Alaska, not to exceed 25 
percent of the Federal wage rate. 

(c) As an incentive, camp and project 
directors may authorize incremental 
increases, above the minimum wage 
specified in paragraphs (a) and (b) of 
this section, for a limited number of 
enrollees, to reflect additional 
responsibilities or competencies. For 
this purpose, two promotional categories 
may be established: (1) Enrollee Leader, 
and (2) Enrollee Assistant Leader. No 
more than 15 percent of the enrollment 
of any individual camp or project shall 
be given such increases. For each 
enrollee thus compensated, the wage 
increase shall not exceed 50 percent, nor 
be less than 15 percent of the applicable 
basic hourly minimum wage, as outlined 
in paragraphs (a) and (b) of this section. 

(d) Camp and project directors shall 
reduce enrollee wages for each hour of 
unexcused absence. 

(e) Camp directors may require 
enrollees assigned to residential camps 
to assume responsibility for 
housekeeping and maintenance duties. 
Such duties shall not be considered 
compensable, unless scheduled during 
the regular work day, in which case 
enrollees shall be paid at the same rate 
as for regular work assignments. 


(f) Camp and project directors shall 
see that: 

(1) Only those enrollees who are 
qualified in accordance with § 685.22(g) 
are allowed to participate in fire 
suppression activities; 

(2) Such enrollees are used only to 
supplement compensated firefighters, 
and are paid at the rates set by 
Agriculture and Interior as established 
in pay plans for emergency firefighters, 
in accordance with established agency 
policies, procedures and practices; 

(3) No YACC enrollee is required to 
work for a greater number of hours per 
day than other firefighters. 

(g) Agriculture and Interior shall see 
that no enrollee is required to work for 
more than 8 hours per day or 40 hours 
per week, except that camp and project 
directors may authorize overtime, which 
shall not exceed 10 such hours per week, 
in which event they shall pay them at 
the same rate as specified in paragraph 

(a) and (b). or (f)(2) when applicable, of 
this section. (Sec. 805(b)) 

§ 685.26 Allowable deductions from 
enrollees* wages. 

(a) Agriculture and Interior shall see 
that enrollees assigned to residential 
camps are charged for food and lodging, 
at the rate of $3.00 per day, while in 
residence. Project and camp directors 
shall arrange for payment of such 
charges by payroll deduction. 

Agriculture and Interior shall see that 
such deductions remain in the 
applicable appropriation or fund. 

(b) Residential camp directors may 
arrange, through payroll deductions, for 
the reimbursement, by enrollees, of 
initial travel advances provided to them 
in the circumstances outlined in 

§ 685.13(d)(2). 

(c) Camp and project directors shall 
see that: 

(1) Income taxes are withheld from 
enrollee wages pursuant to the Federal 
Internal Revenue Code of 1954 (26 U.S.C. 
1 et seq.) (Sec. 805(a)(1)), and such State 
income tax laws as are applicable, and 
that any forms required to effect income 
tax deductions or withholding 
exemptions are provided to and 
completed by each enrollee; and 

(2) Wage and tax statements are 
provided to enrollees. 

(d) Deductions shall not exceed the 
limit as set forth in title III of the 
Consumer Credit Protection Act (15 
U.S.C., 1671 et seq.). 

§ 685.27 Enrollee payroll procedures. 

Agriculture and Interior shall assure 
that the payroll procedures for both the 
Federal and State programs are the 
same. State and local grantees shall 
utilize the payroll forms used by the 






50008 


Federal Register / Vol. 44. No. 166 / Friday, August 24, 1979 / Rules and Regulations 


Federal Government for payment of 
enrollees in accordance with the 
regulations/instructions issued by 
Agriculture or Interior, as appropriate. 

§ 685.28 Enrollee leave. 

(a) Agriculture and Interior shall 
provide enrollees with paid annual 
leave at a rate of 4 hours for every full 
pay period which shall consist of two 
normal work weeks. Accrual shall 
commence at the beginning of the first 
full pay period after the day of official 
enrollment, and shall end on the date of 
official termination. Such leave may be 
accrued up to a maximum of 13 days for 
52 weeks of uninterrupted enrollment. 
Enrollees may use accrued leave at any 
time, subject to the approval of the 
camp/project director, but shall use all 
accrued leave prior to each formal 
termination. The date of formal 
termination shall be the final date upon 
which the youth is eligible to receive 
pay, whether this is a work day or an 
accrued but unused leave day. 

(b) The camp or project director may 
grant administrative leave with pay, at 
his or her discretion, for enrollee 
participation in job search and 
employment development activities. 
Such leave with pay is to be counted as 
time in employment. 

(c) The camp or project director may 
grant emergency or administrative 
leave, without pay, at his or her 
discretion. Such leave without pay is not 
counted as time in employment. 

(d) Camp and project directors shall 
pay enrollees for all official holidays, if 
they are in a pay status for 8 hours on 
the workdays immediately preceding 
and following the holiday. Approved 
leave with pay shall count as time in 
employment for official paid holidays. 
Such holidays shall not count as annual 
leave. (Sec. 805(b)) 

$ 685.29 Resolution of grievances and 
complaints filed by enrollees. 

Agriculture and/or Interior shall 
establish plans and procedures, subject 
to approval by Labor, for resolving any 
issues or complaints filed by youths, 
from the time at which their referrals are 
received from ES/JS to the time of 
formal termination. These plans and 
procedures shall encompass issues or 
complaints such as those regarding 
adverse action, civil rights, equal 
employment opportunity, enrollment or 
upgrading which arise between their 
Departments and any enrollee. Such 
procedures shall provide the enrollee 
with: 

(a) An opportunity for an informal 
conference to resolve the issue; 

(b) A notice setting forth the grounds 
for any adverse action proposed to be 


taken against him or her and giving him 
or her an opportunity to respond; 

(c) An opportunity for a formal 
hearing and, if the enrollee is not 
satisfied, with an opportunity for an 
appeal; and 

(d) An offer of assistance in the 
preparation for hearings and appeals. 
(Sec. 802) 

§ 685.30 Cooperation with agencies and 
institutions. 

(a) Agriculture and/or Interior shall, 
to the extent feasible, arrange for local 
linkages with educational systems, 

CETA and other employment and 
training programs, employment service 
offices, local apprenticeship sponsors 
and information centers, and employers, 
in order to arrange for the provision of 
available services to enrollees, both 
during nonwork hours while enrolled, 
and after termination from YACC. 
Camp/project directors shall be 
encouraged to establish procedures to 
ensure that enrollees are made aware of 
established linkages and related 
information and opportunities. 

(b) Camp and project directors shall 
notify appropriate local ES/JS offices 
regarding enrollee status, in advance of 
the end of the enrollment period or upon 
termination and shall, to the extent 
feasible, assist the enrollee in making 
contact with ES/JS or other 
organizations to enhance the 
possibilities for placement. 

(c) Labor shall work with the 
Department of Health, Education, and 
Welfare to make suitable arrangements 
whereby academic credit may be 
awarded by educational institutions and 
agencies for compentencies derived 
from work experience obtained through 
the YACC program. Labor shall also 
encourage camp and project directors, 
through Agriculture and Interior, to 
make necessary arrangements with local 
education agencies so that academic 
credit for such work experience may be 
granted. (Sec. 804(e)) 

Subpart D—Administrative Provisions 

5 685.40 Interagency agreement. 

Labor shall administer the YACC 
program through an interagency 
agreement with Agriculture and Interior. 
(Sec. 802) 

§ 685.41 Annual program operating plan. 

(a) In advance of each fourth fiscal 
quarter, Labor shall review the quarterly 
financial and program progress reports 
received during the fiscal year, to form 
the basis for joint interagency 
development of the program operating 
plan for the next fiscal year, as outlined 
in this section. 


(b) Labor, Agriculture, and Interior 
shall jointly begin the development of an 
annual program operating plan at least 
90 days in advance of the beginning of 
each fiscal year. This plan shall include: 

(1) The camp/project site selections/ 
locations arrived at in consultation, in 
accordance with the interagency 
agreement; 

(2) The proportions of residential and 
nonresidential slots; and 

(3) The budget for the new fiscal year. 

(c) Labor shall approve the proportion 
of residential and nonresidential slots, 
and the budget before transfer of funds 
can occur. 

For the initial and subsequent budgets, 
the cost per unil (per-slot for fiscal years 
1978 and 1979. and per-enrollee-year for 
subsequent years) will be reflective of 
all programs costs, including, but not 
limited to: oamp/project operating costs; 
enrollee wages and benefits; 
recruitment, selection, and placement 
support costs; transportation; annual 
capital replacement costs; program 
direction expenses; and startup costs, 
including those for rehabilitation, 
construction, purchase of real porperty, 
lea8e(s), equipment and furnishings, 
vehicles, transfers of station, and initial 
planning. 

§ 685.42 Directives, guidelines, controls, 
and records. 

Labor, Agriculture and Interior shall 
establish procedures to ensure that 
operational directives, guidelines, 
controls, and records of the YACC 
program are established, promulgated, 
and maintained, in accordance with 
their established policies and 
procedures, and consistent with the 
requirements of this part 

§ 685.43 Enrollee records. 

Camp and project directors shall 
establish and maintain enrollee records, 
according to regular Agriculture and/or 
Interior policies and procedures, subject 
to their regulations under the Freedom 
of Information Act, and the Privacy Act 
of 1974. 

§ 685.44 Financial management 

Based upon each annual program 
operating plans, Agriculture and/or 
Interior shall assume financial 
responsibility, authority and 
accountability for all the camps and 
projects respectively operated under the 
YACC program within the total program 
costs per slot or enrollee year approved 
by Labor. 

8 685.45 Property management 

Agriculture and/or Interior are 
responsible for real and personal 
property procurement, management, and 
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accountability. When accountable 
property, other than real property, is 
declared excess to the needs of the 
YACC program, Labor shall be given 
first preference for use of the property in 
other Labor programs. 

§ 685.46 Procedures for resolving 
complaints. 

(a) Agriculture and Interior shall 
receive and resolve complaints 
concerning alleged violations of their 
responsibilities as outlined in these 
regulations and the Act from any person 
or any unit of Federal, State, or local 
government. 

(b) All such complaints shall be filed 
with Agriculture or Interior according to 
procedures established by those 
agencies. 

§ 685.47 Maintenance of records. 

Agriculture and Interior shall ensure 
that sufficient auditable and otherwise 
adequate records are maintained to 
support the expenditure of all funds 
under the Act. 

§ 685.48 Reporting requirements. 

Agriculture and Interior shall compile 
and submit to the Department of Labor, 
Office of Youth Programs, the reports 
listed below, with data for Federal and 
State grant programs separately 
delineated: 

(a) A copy of the monthly report on 
budget execution (Standard Form 133), 
as submitted to the U.S. Treasury 
Department; 

(b) A monthly report of onboard 
strength, which shall be due no later 
than 15 calendar days after the end of 
each month and which shall include the 
actual number of individuals enrolled on 
the last day of the reporting month; 

(c) A quarterly financial and program 
progress report, in accordance with the 
format outlined in Appendix No. 1 of the 
YACC Interagency Agreement, which 
shall be due no later than 30 calendar 
days after the end of each quarter, and 
shall consist of: 

(1) A Federal program summary, 
supported by individual reports of the 
Federal program by State; 

(2) A State grant program summary, 
supported by individual State reports; 

(3) A combined Federal/State 
summary report. 

§ 685.49 Assessment/monitoring. 

(a) Agriculture and Interior shall plan 
and conduct regularly scheduled onsite 
assessments and such other interim 
visits as are necessary to monitor camp/ 
project performance, and to insure 
effective accomplishment of YACC 
program objectives by all levels of 
management charged with program 
responsibilities. 


(b) Labor, in consultation with 
Agriculture and/or Interior, may 
participate in any onsite monitoring or 
assessment effort. 

§ 685.50 Overall program evaluation. 

Labor, in accordance with a plan 
developed in consultation with 
Agriculture and Interior, shall fund and 
conduct such evaluations of the YACC 
program as deemed necessary to 
determine whether the program is 
meeting statutory objectives. 

Signed at Washington, D.C., this 20th day 
of August, 1979. 

Ray Marshall, 

Secretary of Labor. 

[FR Doc 79-20412 Filed 8-23-79: 0:45 am] 
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NUCLEAR REGULATORY 
COMMISSION 

10CFR Parts 40, 150 

Uranium Mill Tailings Licensing 

AGENCY: Nuclear Regulatory 
Commission. 

action: Final Regulations with request 
for comments. 

summary: The Nuclear Regulatory 
Commission (NRC) is amending its 
regulations to conform to the 
requirements of the Uranium Mill 
Tailings Radiation Control Act of 1978 
and to the standards set forth in the 
draft Generic Environmental Impact 
Statement Uranium Milling. The bulk of # 
these regulations are being published in 
proposed form. (See proposed rules 
published elsewhere in this part of the 
Federal Register.) The Commission finds 
it necessary, however, to issue as 
immediately effective a temporary 
general license to authorize the 
possession and storage of mill tailings or 
wastes to prevent existing milling 
operations in both Agreement and non- 
Agreement States from being in 
technical violation of the Atomic Energy 
Act of 1954. as amended by the Uranium 
Mill Tailings Radiation Control Act of 

1978. The immediately effective 
regulations relating to the general 
license, such as amendments to the 
definition of “byproduct material,” and 
to the coverage of tailings in Agreement 
States, serve two functions. They reflect 
the NRC's legal interpretation of the 
new Act necessitating the general 
license and clarify the application of the 
general license. Accordingly, these 
regulations must also be made 
immediately effective. 

dates: Effective date: August 24,1979. 
Comments on or before October 24, 

1979. 

addresses: Written comments should 
be submitted to the Secretary of the 
Commission, U.S. Nuclear Regulatory 
Commission. Washington, D.C. 20555, 
Attention: Docketing and Service 
Branch. Copies of comments on these 
amendments may be examined in the 
Commission's Public Document Room at 
1717 H Street, NW., Washington, D.C. 
FOR FURTHER INFORMATION CONTACT: 

Don F. Harmon. Office of Standards 
Development, U.S. Nuclear Regulatory 
Commission, Washington, D.C. 20555 
(phone 301/433-5910) or Hubert J. Miller, 
Office of Nuclear Material Safety and 
Safeguards, U.S. Nuclear Regulatory 
Commission. Washington, D.C. 20555 
(phone 301/427-4103). 


SUPPLEMENTARY INFORMATION: These 
immediately effective regulations are 
closely related to the proposed rules 
implementing the Uranium Mill Tailings 
Radiation Control Act of 1978 and the 
draft Generic Environmental Impact 
Statement on Uranium Milling. Thus, the 
two sets of amendments should be read 
together. (See proposed rules published 
elsewhere) in this part of the Federal 
Register. 

On May 17,1979, the Commission met 
to determine the issue of the timing of 
the effectiveness of certain requirements 
of the Uranium Mill Tailings Radiation 
Control Act of 1978. At this meeting it 
was determined that the NRC has 
immediate licensing authority over mill 
tailings, now defined as section lle(2) 
byproduct material in the Atomic Energy 
Act of 1954, as amended; that the new 
requirements for agreement state 
regulation of tailings and milling 
operations will not take effect until 
three years after the date of enactment 
of the mill tailings legislation; and that 
during that three-year interim, the 
legislation requires that NRC assume 
concurrent jurisdiction over tailings in 
both Agreement and non-Agreement 
States. The Commission also determined 
that the definition of section lle(2) 
byproduct material includes the above¬ 
ground wastes from in situ extraction 
operations. 

New § 40.26 is added to 10 CFR Part 
40 to establish a temporary general 
license to authorize the possession and 
storage of mill tailings or wastes. The 
general license will prevent existing 
milling operations with valid licenses 
from being in technical violation of the 
Atomic Energy Act of 1954, as amended 
by the Uranium Mill Tailings Radiation 
Control Act of 1978. The Commission 
believes this general license is 
consistent with the Congressional intent 
to implement the mill tailings legislation 
in a manner designed to minimize 
unnecessary disruption. As provided in 
section 40.20 of 10 CFR Part 40, a general 
license is effective without filing of an 
application or the issuance of licensing 
documents to particular persons. This 
general license is applicable only to 
persons who possess appropriate 
specific licenses issued by the 
Commission or Agreement States to 
authorize uranium milling activities. The 
authority to possess, use, or own tailings 
under the general license shall expire 
upon the expiration or renewal of the 
underlying NRC or Agreement State 
specific milling license. 

The Commission notes that all of its 
existing active milling licenses have 
been reviewed or are being reviewed 
under the provisions of the National 


Environmental Policy Act (NEPA). All 
NRC licenses presently contain, or will 
contain, requirements for tailings 
/reclamation, mill and site cleanup, and 
surety arrangements to cover these 
costs. For the most part, present 
requirements and conditions are 
substantially the same as the 
requirements set forth in the proposed 
amendments concerning uranium 
milling, and most milling operations in 
non-Agreement States have already 
committed to specific plans for 
decommissioning and tailings disposal 
meeting the new requirements. NRC 
uranium milling licenses that have been 
granted under the NEPA process during 
the period over which the NRC’s generic 
environmental impact statement or 
uranium milling was being developed 
were issued with the express condition 
that approved waste generating 
processes and mill tailings management 
practices were subject to revision in 
accordance with the conclusions of the 
final generic environmental impact 
statement and any related rulemaking. 

In the process of reevaluating approved 
mill operator plans upon expiration or 
renewal to meet the new regulatory 
requirements, the NRC staff plans to 
incorporate into applicable specific 
licenses the authority to possess and 
store byproduct material covered by this 
general license. 

Under the provisions of this general 
license, Agreement State licensees will 
not be required to obtain a specific NRC 
license until such time as the licensee’s 
Agreement State specific license expires 
or is renewed. The Commission notes in 
this regard that there presently exist 
Agreement State regulations and 
requirements governing the control of 
tailings in Agreement States that appear 
adequate to protect the public health 
and safety during the interim period 
until such licenses expire or are 
renewed. At such time as each 
Agreement Statg license expires or is 
renewed, it will be necessary at least 
until November 1,1981, for the 
Agreement State licensee to apply for 
and obtain a specific NRC license 
covering the possession of byproduct 
material. The Commission intends to 
review each application under the NEPA 
process and impose any necessary 
requirements as may be necessary to 
protect the public health and safety. 
Given that tailings piles in Agreement 
States covered by this general license 
have been in existence for several years, 
the Commission does not believe that 
the relatively small incremental increase 
to such piles during the interim time 
until licenses expire or are renewed will 
foreclose available alternatives for 
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reducing or avoiding adverse 
environmental and other effects or result 
in irreversible or irretrievable 
commitments of sources. The 
Commission has concluded that the 
issuance of the general license is not a 
major Federal action significantly 
affecting the quality of the human 
environment and as such does not 
require an environmental impact 
statement. The Commission further 
notes in this regard that the authority to 
possess, own, or receive title to tailings 
now defined as byproduct material 
under this general license is subject to 
NRC remedial orders as necessary to 
protect the public health and safety and 
to correct any situations in which events 
might require more immediate 
Commission attention to insure proper 
control of tailings. 

Section 40.4 of 10 CFR Part 40 is 
amended to include a new definition of 
"byproduct material." This amendment, 
which includes uranium and thorium 
mill tailings as byproduct material 
licensable by the Commission, is 
required by the recently enacted 
Uranium Mill Tailings Radiation Control 
Act. Discrete above-ground wastes from 
in situ or solution extraction are covered 
by this definition, although the 
underground ore bodies depleted by the 
extraction process are not covered. The 
Commission considered amending 10 
CFR Part 30, "Rules of General 
Applicablility to Licensing of Byproduct 
Material," to specify licensing 
requirements concerning tailings, but 
has concluded that it is more 
appropriate to amend 10 CFR Part 40. 

The legislative record of the mill tailings 
legislation makes it clear that the 
expanded definition of byproduct 
material covers only mill tailings or 
wastes, which are exclusively 
associated with 10 CFR Part 40 licensing 
matters. 

The amendments to 10 CFR Part 150 
are to conform to Part 40’s new 
definition of byproduct material and to 
Part 40’s coverage of such byproduct 
material in Agreement States for the 
three years following enactment of the 
Uranium Mill Tailings Radiation Control 
Act of 1978. This is in accordance with 
the statute’s provisions requiring NRC 
licensing of tailings in Agreement States 
for the three-year interim. Pursuant to 
the mill tailings legislation, however, 
Agreement States may exercise 
concurrent jurisdiction over tailings and 
wastes for the three-year interim. 

The Commission finds that because 
the regulations supporting the general 
license must be effective immediately so 
as to prevent existing milling operations 
from being in technical violation of the 


Atomic Energy Act, good cause exists 
pursuant to 5 U.S.C. 553 to waive the 30- 
day comment period, as impracticable 
and contrary to the public interest, and 
make the amendments to 10 CFR 40.1, 
40.2a, 40.3, 40.4, 40.26,150.3, and 150.15 
immediately effective. The Commission 
notes in this regard that informal written 
comments on this matter were solicited 
and received from industry, 
environmental groups, and several 
states. (These comments may be found 
in the Commission’s public document 
room in a memorandum dated May 9, 
1979, from the Executive Legal Director 
to the Commission entitled "Staff 
Response to the Commission Request for 
Further Information Regarding SECY- 
79-88 ‘Timing of Certain Requirements 
of the Uranium Mill Tailings Radiation 
Control Act of 1978’.’’) Comments on 
these amendments are invited, however, 
and the new regulations remain subject 
to further modification in response to 
such comments. 

(Secs. ll.e(2), 81. 83. 84.161b. 174; Pub. L No. 
83-703, 68 Stat. 948 et seq. (42 U.S.C. 

2014e.(2), 2111. 2113. 2114. 2201b. 2021)). 

Dated at Washington, D.C. this 22nd day of 
August 1979. 

For the Nuclear Regulatory Commission. 
Samuel (. Chilk, 

Secretary of the Commission. 

Regulatory Changes 

Pursuant to the Atomic Energy Act of 
1954, as amended, the Energy 
Reorganization Act of 1974, as amended, 
the Uranium Mill Tailings Radiation 
Control Act of 1978, and sections 552 
and 553 of Title 5 of the United States 
Code, the following amendments to Title 
10, Chapters 40 and 150, Code of Federal 
Regulations are published as a 
document subject to codification. 

1. § 40.1 of 10 CFR 40 is amended by 
revising paragraphs (a) and (b) as 
follows; 

§40.1 Purpose. 

(a) The regulations in this part 
establish procedures and criteria for the 
issuance of licenses to receive title to, 
receive, possess, use, transfer, deliver, 
or import into or export from the United 
States source and byproduct materials, 
as defined in this Part, and establish and 
provide for the terms and conditions 
upon which the Commission will issue 
such licenses. The regulations in this 
Part do not establish procedures and 
criteria for the issuance of licenses for 
material covered under Title I of the 
Uranium Mill Tailings Radiation Control 
Act of 1978 (92 Stat. 3021). 

(b) The regulations contained in this 
part are issued pursuant to the Atomic 
Energy Act of 1954, as amended (68 Stat. 


919), Title II of the Energy 
Reorganization Act of 1974 (88 Stat. 
1242), and Title II of the Uranium Mill 
Tailings Radiation Control Act of 1978 
(42 U.S.C. 7901). 

2. § 40.2a of 10 CFR 40 is added to 
read as follows: 

§ 40.2a Temporary coverage in 
Agreement States. 

Until November 8,1981, the 
regulations in this Part shall govern the 
Commission’s licensing of byproduct 
material as defined in this Part in 
Agreement States. 

3. § 40.3 of 10 CFR 40 is revised to 
read as follows: 

§ 40.3 License requirements. 

No person subject to the regulations in 
this Part shall receive title to, own, 
receive, possess, use, transfer, deliver, 
or import into or export from the United 
States byproduct material as defined in 
this Part or any source material after 
removal from its place of deposit in 
nature, except as authorized in a 
specific or general license issued by the 
Commission pursuant to the regulations 
in this Part. 

4. § 40.4 of 10 CFR 40 is amended by 
revising paragraphs 40.4(a-l), 40.4(e), 
and 40.4(1) and adding new paragraphs 
40.4(b-l) and 40.4(p). 

§ 40.4 Definitions. 

• * * • * 

(a-1) "Byproduct Material" means the 
tailings or wastes produced by the 
extraction or concentration of uranium 
or thorium from any ore processed 
primarily for its source material content, 
including discrete surface wastes 
resulting from uranium solution 
extraction processes. Underground ore 
bodies depleted by such solution 
extraction operations do not constitute 
"byproduct material" within this 
definition. 

« * • * * 

(b-1) "Department of Energy" means 
the United States Department of Energy 
or its duly authorized representative. 

* « • • • 

(e) "Persons" means (1) any 
individual, corporation, partnership, 
firm, association, trust, estate, public or 
private institution, group, Government 
agency other than the Commission or 
the Department of Energy except that 
the Department of Energy shall be 
considered a person within the meaning 
of the regulations in this Part to the 
extent that its facilities and activities 
are subject to the licensing and related 
regulatory authority of the Commission 
pursuant to section 202 of the Energy 
Reorganization Act of 1974 (88 Stat. 
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1244) * 1 2 3 4 and the Uranium Mill Tailings 
Radiation Control Act of 1978 (92 Stat 
21), any State or any political 
subdivision of, or any political entity 
within a State, any foreign government 
or nation or any subdivision of any such 
government or nation, or other entity; 
and (2) any legal successor, 
representative, agent or agency of the 
foregoing. 

« * * • t 

(1) With the exception of “byproduct 
materiar as defined in Section lie. of 
the Act, other terms defined in Section 
11 of the Act shall have the same 
meaning when used in the regulation in 
this Part. 

***** 

(p) “Uranium Milling” means any 
activity that results in the production of 
byproduct material as defined i this 
Part. 

5. § 40.20 of 10 CFR 40 is added to 
read as follows: 

§ 40.26 General license for possession 
and storage of byproduct material as 
defined in this Part 

(a) A general license is hereby issued 
to receive title to. own. or possess 
byproduct material as defined in this 
Part without regard to form or quantity. 

(b) The general license in paragraph 
(a) of this section applies only: 

(1) In the case of licensees of the 
Commission, where activities that result 
in the production of byproduct material 
are authorized under a specific license 
issued by the Commission pursuant to 
this Part, to byproduct material 
possessed or stored at an authorized 
disposal containment area or 
transported incident to such authorized 
activity; Provided, that authority to 
receive title to, own, or possess 
byproduct material under this general 
license shall terminate when the specific 
license for source material expires, is 


* The Department of Energy facilities and 
activities identified in section 202 are: 

(1) Demonstration Liquid Metal Fast Breeder 
reactors when operated as part of the power 
generation facilities of an electric utility system, or 
when operated In any other manner for the purpose 
of demonstrating the suitability for commercial 
application of such a reactor. 

(2) Other demonstration nuclear reactors, except 
those in existence on January 19.1975, when 
operated as part of the power generation facilities 
of an electric utility system, or when operated in 
any other manner for the purpose of demonstrating 
the suitability for commercial application of such a 
reactor. 

(3) Facilities used primarily for the receipt and 
storage of high-level radioactive wastes resulting 
from licensed activities. 

(4) Retrievable Surface Storage Facilities and 
other facilities authorized for the express purpose of 
subsequent long-term storage of high-level 
radioactive waste generated by the Department of 
Energy, which are not used for. or are part of. 
research and development activities. 


renewed, or is amended to include a 
specific license for byproduct material 
as defined in this Part; or 

(2) In Agreement States until 
November 8,1981, where activities that 
result in the production of byproduct 
material are authorized under a specific 
license issued by the Agreement State 
on or before May 17,1979. to byproduct 
material possessed, or stored at an 
authorized disposal containment area or 
transported incident to such authorized 
activities; Provided, that authority to 
receive title to, own, or possess 
byproduct material under such general 
license shall terminate when such 
Agreement State license expires or is 
renewed, whichever first occurs. 

(c) The general license in paragraph 
(a) of this section is subject to: 

(1) The provisions of Parts 19, 20, 21, 
and §§ 40.1, 40.2, 40.2a, 40.3, 40.4, 40.5, 
40.6, 40.41. 40.46, 40.61, 40.62. 40.63, 40.65, 
40.71, and 40.81 of Part 40 of this 
Chapter, and 

(2) The documentation of daily 
inspections of tailings or waste retention 
systems and the immediate notification 
of the appropriate NRC regional office 
as indicated in Appendix D of 10 CFR 
Part 20, or the Director, Office of 
Inspection and Enforcement, U.S. 
Nuclear Regulatory' Commission, 
Washington, D.C. 20555, of any failure in 
a tailings or waste retention system 
which results in a release of tailings or 
waste into unrestricted areas, and/or of 
any unusual conditions (conditions not 
contemplated in the design of the 
retention system) which if not corrected 
could lead to failure of the system and 
result in a release of tailings or waste 
into unrestricted areas; and any 
additional requirements the Commission 
may by order deem necessary. 

6. $ 150.3 of 10 CFR 150 is amended by 
revising § 150.3(c) to read as follows: 

§ 150.3 Definitions. 
***** 

(c) “Byproduct material” means (1) 
any radioactive material (except special 
nuclear material) yielded in or made 
radioactive by exposure to the radiation 
incident to the process of producing or 
utilizing special nuclear material; or (2) 
the tailings or wastes produced by the 
extraction. 

7. § 150.15 of 10 CFR 150 is amended 
by adding a new paragraph (a)(7), to 
read as follows: 

§150.15 Persons not exempt 

(a) * • * 

(7) Until November 8,1981. the receipt 
of title to, ownership of, receipt of, 
possession of. use of. transfer of, 
delivery of, import or export of the 
byproduct material as defined in 


§ 150.3(c)(2) of this Part; Provided, 
however, that during this period any 
State may exercise any authority under 
State law respecting such material in the 
same manner, and to the same extent, as 
permitted before enactment of the 
Uranium Mill Tailings Radiation Control 
Act of 1978. In case of conflict between 
Federal and State requirements 
regarding a license, the Federal license 
requirements shall prevail unless the 
State requirements are more stringent 
than the Federal requirements. 

(FR Doc. 70-28518 Filed 8-23-70, 8 45 am) 
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NUCLEAR REGULATORY 
COMMISSION 

[10 CFR Parts 30, 40, 70, 150, and 170] 

Criteria Relating to Uranium Mill 
Tailings and Constructions of Major 
Plants 

agency: U.S. Nuclear Regulatory 

Commission. 

action: Proposed rules. 

summary: The proposed amendments to 
10 CFR Parts 40 and 150 would 
incorporate licensing requirements for 
uranium and thorium mills and their 
tailings and wastes into the 
Commission’s regulations. The proposed 
amdnedments to Parts 40 and 150 are 
derived from a draft generic 
environmental impact statement on 
uranium milling and the requirements 
contained in the Uranium Mill Tailings 
Radiation Control Act of 1978. The 
proposed amendments to Parts 30 and 
70 would require a Final environmental 
assessment be completed by the NRC 
prior to construction of other types of 
major plants. The proposed amendments 
to 10 CFR 170 set forth the fees to be 
charged in conjunction with licenses 
authorizing the possession of tailings. 
These proposed regulation changes and 
the draft generic environmental impact 
statement referred to above will be the 
subjects of public hearings to be held in 
October at locations in western milling 
regions. The general purpose of these 
hearings will be to receive comments on 
these proposed regulation changes and 
the draft generic environmental impact 
statement. More specific information 
concerning these hearings will be made 
available in a forthcoming Federal 
Register notice. 

Closely related to these proposed 
regulations are immediately effective 
regulations pertaining to a general 
license authorizing possession of tailings 
by existing milling operations with valid 
specific licenses for milling. Although 
the immediately effective regulations 
are formally published elsewhere in this 
part of the Federal Register, they are 
shown here for purposes of clarity and 
continuity. 

date: Comment period expires October 
24,1979. 

addresses: Written comments should 
be submitted to the Secretary of the 
Commission, U.S. Nuclear Regulatory 
Commission, Washington. D.C. 20555, 
Attention: Docketing and Service 
Branch. Copies of comments on the 
proposed amendment may be examined 
in the Commission’s Public Document 
Room at 1717 H Street, N.W., 

Washington. D.C. 

FOR FURTHER INFORMATION CONTACT: 

Don F. Harmon, Office of Standards 


Development, U.S. Nuclear Regulatory 
Commission. Washington. D.C. 20555 
(phone 301/433-5910) or Hubert J. Miller, 
Office of Nuclear Material Safety and 
Safeguards, U.S. Nuclear Regulatory 
Commission, Washington, D.C. 20555 
(phone 301/427-4103). 

SUPPLEMENTARY INFORMATION: The 
Nuclear Regulatory Commission is 
amending its regulations to conform to 
the requirements of the Uranium Mill 
Tailings Radiation Control Act of 1978 
and to the standards set forth in the 
draft generic environmental impact 
statement on uranium milling. The bulk 
of these regulations are published here 
in proposed form. The Commission finds 
it necessary, however, to issue as 
immediately effective a temporary 
general license to authorize the 
possession and storage of mill tailings or 
wastes to prevent existing milling 
operations in both Agreement and non- 
Agreement States from being in 
technical violation of the Atomic Energy 
Act of 1954, as amended by the Uranium 
Mill Tailings Radiation Control Act of 
1978. Although the immediately effective 
regulations are formally published 
elsewhere in this part of the Federal 
Register, they are shown here for the 
purposes of clarity and continuity. In a 
notice published in the Federal Register 
on June 3,1976, the U.S. Nuclear 
Regulatory Commission announced its 
intention to prepare a generic 
environmental impact statement (GEIS) 
on uranium milling. The Commission 
was acting partly in response to a 
petition for rulemaking Filed with the 
Commission by the Natural Resources 
Defense Council, Inc. The Commission 
has evaluated the environmental 
impacts of uranium milling and has 
published a draft GEIS (NUREG-0511) 
on this subject (See Notice of 
Availability, April 26,1979, 44 FR 24963). 

The GEIS concludes that there is a 
need for certain definitive rule changes 
to the Commissions’s regulations to 
establish speciFic uranium mill licensing 
requirements, particularly with regard to 
the tailings or wastes generated during 
the milling process. The rule change 
proposed herein to 10 CFR 40 will 
incorporate into the Commission’s 
regulations the additional needed 
requirements derived from the draft 
GEIS. These proposed additional 
requirements and potential alternatives 
are discussed in detail in the draft GEIS 
along with their supporting bases. It is 
not possible to provide here a complete 
summary of all the complex issues, 
alternatives, and supporting technical 
bases addressed in the draft GEIS. In 
formulating proposals for dealing with 
uranium milling problems to assure 


public health and safety and 
environment protection, the NRC staff 
has developed a full range of 
perspectives and facts. It has analyzed 
the problems from short- and long-term 
points of view. It has evaluated 
potential health risks to individuals 
living in the immediate vicinity of mills, 
to individuals living in mining and 
milling regions, to mill workers, and to 
large populations which can be exposed 
to radon. Potential impacts on land use, 
air quality, water quality, water use, 
biota and soils, and potential 
socieconomic effects of milling 
operations have been assessed. 
Alternatives for tailings disposal which 
have been examined range from the past 
practice of doing virtually nothing to 
isolate tailings, to utilizing potential 
advanced treatment methods such as 
incorporation of tailings in a solid 
matrix, such as cement or asphalt. The 
major institutional questions considered 
by the NRC in developing needed rule 
changes include: the need for land use 
controls and site monitoring at tailings 
disposal sites; methods of providing 
financial surety so that tailings disposal 
and site decommissioning are 
accomplished by the milling operator, 
and the need for and methods of funding 
any long-term surveillance which may 
be necessary at tailings disposal sites. 
For additional information concerning 
these issues, the draft GEIS should be 
reviewed. (It is suggested that readers of 
the GEIS start with the Summary; the 
chief bases for these proposed 
regulations are presented there. In 
preparing the Summary, the staff made a 
special effort to refer to specific sections 
of the text which are pertinent to each 
issue discussed. This has been done to 
make it easy for readers to Find and 
consider all of the information that has 
been developed, so that they can draw 
their own conclusions about the issues 
addressed.) The major conclusions 
reached in the draft GEIS relative to 
needed rule changes, stated here in 
broad terms, are: 

1. Tailings areas should be located at 
remote sites to reduce potential 
population exposures to the maximum 
extent reasonably achievable. 

2. Tailing areas should be located at 
sites where disruption and dispersion by 
natural forces are eliminated or reduced 
to the maximum extent reasonably 
achievable. 

3. The “prime option” for tailings 
disposal is placement below grade. 

4. If tailings are located above ground, 
stringent siting and design criteria 
should be adhered to. 

5. Sufficient cover should be placed 
over tailings to reduce radon exhalation 
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to a calculated value of less than 2pCi/ 
m’sec above natural background levels. 

6. Steps should be taken to reduce 
seepage of materials into groundwater 
to the maximum extent reasonably 
achievable. 

7. Final disposition of tailings should 
be such that ongoing active maintenance 
is not necessary to preserve isolation. 

8. Milling operations should be 
conducted so that all airborne effluent 
releases are reduced to as low as is 
reasonably achievable. Yellowcake 
drying and packaging operations should 
cease when effluent control devices are 
inoperative or not working at their 
reasonably expected best performance 
levels. 

9. Financial surety arrangements 
should be established fo ensure that 
sufficient funds are available to cover 
the costs of decontamination and 
decommissioning the mill and site and 
for the reclamation of tailings areas. 

10. Sites on which tailings are stored 
should be controlled through ownership 
and custody by a government agency 
unless, in special cases as might occur in 
deep mine disposal, this is determined 
unnecessary. 

11. Funds should be provided by each 
mill operator to cover the costs of long¬ 
term site surveillance. 

12. Construction of a uranium mill or 
tailings disposal area should not 
commence until the NRC has completed 
its final environmental impact statement 
required by the National Environmental 
Policy Act (NEPA). 

The rule changes proposed herein 
would also incorporate into the 
Commission's regulation 10 CFR 40 and 
150 the requirements established by the 
Uranium Mill Tailings Radiation Control 
Act of 1978 (92 Stat. 3201). This 
legislation, among other things, 
establishes a program to regulate mill 
tailings during uranium or thorium ore 
processing at active mill operations and 
after termination of such operations in 
order to stabilize and control such 
tailings in a safe and environmentally 
sound manner and to minimize or 
eliminate radiation health hazards to the 
public. In the Commission’s view, the 
legislation also requires that the NRC 
exercise concurrent jurisdiction over 
tailings in Agreement States until 
November 8,1981. The UMTRCA, 
among other things, specifies: 

1. A revised defination of “byproduct 
material’’ to include tailings or wastes 
produced by the extraction or 
concentration of uranium or thorium 
from any ore processed primarily for its 
source material content; 

2. Ownership and custody 
requirements for byproduct material; 


3. Provisions for bonds, sureties, or 
other financial arrangements covering 
the decontamination, decommissioning, 
and reclamation of sites, structures, and 
equipment used in conjunction with 
byproduct material; 

4. Provisions for Agreement State 
authority under Section 274 of the 
Atomic Energy Act; and 

5. Provisions for NRC grants to States 
to aid in the development of State 
regulatory programs. 

The UMTRCA further establishes 
certain responsibilities and authorities 
whereby the Environmental Protection / 
Agency (EPA) must develop standards 
of general application for the protection 
of the public health, safety, and the 
environment from radiological and 
nonradioiogical hazards associated with 
the processing and with the possession, 
transfer, and disposal of byproduct 
material. Such generally applicable 
standards for nonradioiogical hazards 
must provide for the protection of 
human health and the environment 
consistent with the standards required 
under subtitle C of the Solid Waste 
Disposal Act, as amended. The 
Commission and any State permitted to 
exercise authority under § 274b.(2) of 
the Atomic Energy Act must apply these 
standards of general application in 
licensing actions involving byproduct 
material. In this regard, the Commission 
notes that the EPA has published (43 FR 
58946), for comments, proposed 
regulations to implement the 
requirements of the Solid Waste 
Disposal Act, as amended. The 
Commission believes that the 
requirements in the amendments 
proposed herein, along with applicable 
requirements in other parts of the 
Commission’s regulations, will be at 
least comparable to presently published 
requirements applicable to the 
possession, transfer, and disposal of 
similar material regulated by the EPA 
under the Solid Waste Disposal Act. as 
amended. Since final regulations have 
not been adopted by EPA to implement 
the mandates of the Solid Waste 
Disposal Act, additional amendments to 
the Commission’s regulations may be 
required. The Commission intends to 
follow the progress of the EPA 
rulemaking action to implement 
regulations under the Solid Waste 
Disposal Act. Any final regulations 
pertaining to byproduct material 
adopted by the Commission will be 
comparable, to the maximum extent 
practicable, to requirements applicable 
to the possession, transfer, and disposal 
of similar hazardous material regulation 
by EPA under the Solid Waste Disposal 
Act, as amended. To ensure 


comparability, concurrence of final 
regulations will be obtained from the 
Administrator of EPA as required by the 
UMTRCA. In addition, the 
Administrator of EPA will be 
specifically requested to provide 
comments and recommendations 
concerning this matter. 

The significant features of the 
amendments to 10 CFR 40 are: 

1. Section 40.4 of Part 40 is being 
amended (effective immediately) to 
include the definition of “byproduct 
material.’’ This amendment, to include 
uranium and thorium mill tailings as 
byproduct material as a licensable 
material in the Commission’s 
regulations, is requird by the recently 
enacted UMTRCA. Discrete above 
ground wastes from in-situ or solution 
extraction are covered by this definition, 
although the underground ore bodies 
depleted by the extraction process are 
not covered. While the Commission has 
considered amending its regulation 10 
CFR 30, “Rules of General Applicability 
to Licensing of Byproduct Material," to 
specify licensing requirements relative 
to tailings, the Commission considers it 
more appropriate to amend 10 CFR 40 
since the legislative record of the 
UMTRCA makes clear that the 
expanded definition of byproduct 
material covers only mill tailings or 
wastes which are exclusively associated 
with 10 CFR 40 licensing matters. 

2. A new § 40.20 is being added 
(effective immediately) to 10 CFR 40 to 
establish a temporary general license to 
authorize the possession and storage of 
mill tailings or wastes to keep existing 
milling operations in both Agreement 
and non-Agreement States from being in 
technical violation of the Atomic Energy 
Act of 1954, as amended by UMTRCA. 
The Commission believes this general 
license is consistent with the 
Congressional intent to implement the 
UMTRCA in a manner designed to 
minimize unnecessary disruption. As 
provided in § 40.20 of 10 CFR 40, a 
general license is effective without the 
filing of an application or the issuance of 
licensing documents to particular 
persons. This general license is 
applicable only to persons who possess 
appropriate specific licenses issued by 
the Commission or Agreement States 
which authorize uranium milling 
activities. The authority to possess, use, 
or own tailings under the general license 
shall expire concurrently with the 
expiration or renewal of each NRC or 
Agreement State specific milling license. 

The Commission notes that all of its 
existing active milling licenses have 
been reviewed or are being reviewed 
under the provisions of the National 
Environmental Policy Act (NEPA). All 
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NRC licenses presently contain, or will 
contain, requirements for tailings 
reclamation, mill and site cleanup, and 
surety arrangements to cover these 
costs. For the most part, present 
requirements and conditions are 
substantially the same as the 
requirements being proposed herein, 
and most milling operators involved in 
non-Agreement States have already 
committed themselves to specific plans 
for decommissioning and tailings 
disposal meeting these requirements. 

NRC uranium milling licenses that have 
been granted under the NEPA process 
during the period over which the NRC’s 
generic environmental impact statement 
on uranium milling was being developed 
were issued with the express condition 
that approved waste generating 
processes and mill tailings management 
practices were subject to revision in 
accordance with the conclusions of the 
final generic environmental impact 
statement and any related rulemaking. 

In the process of reevaluating approved 
mill operator plans upon expiration or 
renewal to meet the requirements of the 
rule change proposed herein, the NRC 
staff plans to incorporate into applicable 
specific licenses the authority to possess 
and store byproduct material covered by 
this general license. 

Under the provisions of this general 
license, Agreement State licensees will 
not be required to obtain a specific NRC 
license until such time as the licensee’s 
Agreement State specific license expires 
or is renewed. The Commission notes in 
this regard that there presently exist 
Agreement State regulations and 
requirements governing the control of 
tailings in Agreement States which 
appear adequate to protect the public 
health and safety during the interim 
period until such licenses expire or are 
renewed. At such time as each 
Agreement State license expires or is 
renewed, it will be necessary at least 
until November 1,1981, for the 
Agreement State licensee to apply for 
and obtain a specific NRC license 
covering the possession of byproduct 
material. The Commission intends to 
review each application under the NEPA 
process and impose any necessary 
requirements as may be necessary to 
protect the public health and safety. 
Given that the tailings piles in 
Agreement States covered by this 
general license have been in existence 
for several years, the Commission does 
not believe that the.incremental increase 
to such piles during the interim time 
until licenses expire or are renewed will 
foreclose available alternatives for 
reducing or avoiding adverse 
environmental and other effects or result 


in irreversible or irretrievable 
commitments of resources. Thus, the 
Commission has concluded that an 
environmental impact statement to 
support this interim general license is 
not required. The Commission further 
notes in this regard that the authority to 
possess, own, or receive title to tailings 
now defined as byproduct material 
under this general license is subject to 
NRC remedial orders as necessary to 
protect the public health and safety and 
to correct any situations where events 
might require more immediate 
Commission attention to insure proper 
control of tailings. 

3. Section 40.31 of Part 40 is being 
amended by revising § 40.31(a) to cover 
applications for byproduct material and 
by adding a new paragraph (g) to 
require applicants for mill licenses to 
propose specifications relating to the 
operation of mill sand disposition of 
tailings or wastes so as to achieve 
certain requirements and objectives set 
forth in a new Apendix A to 10 CFR 40. 
These requirements and objectives are 
discussed in detail in the following Item 
#4. 

Since these requirements and 
objectives deal primarily with presently 
operating and future milling activities, 
they do not apply to the remedial action 
program authorized in Title 1 of the 
UMTRCA. 

4. A new Appendix A entitled, 
“Criteria Relating to the Operation of 
Uranium Mills and Disposition of 
Tailings or Wastes (i.e., byproduct 
material as defined in Section lle.(2) of 
the Atomic Energy Act) Produced by the 
Extraction or Concentration of Source 
Material From Ores,” is being added to 
10 CFR 40. This appendix is divided into 
four major categories: technical criteria; 
financial criteria; site and byproduct 
material ownership: and long-term site 
surveillance. The technical criteria deal 
primarily with specifications for siting 
tailing areas, options for storing tailings 
below and above ground, seepage 
controls, minimum cover requirements 
for tailings at the end of milling 
operations, preoperational site 
monitoring requirements, and effluent 
controls during milling operations. 

These criteria were basically dervied 
from the CEIS discussed above. The 
guiding principles in the development of 
these criteria were that: tailings should 
be isolated from people and the 
environment in such a manner to reduce 
potential exposures to as low as is 
reasonably achievable; the site where 
tailings are stored should be returned to 
conditions reasonably near those of the 
surrounding evironment; and final 
disposition of tailings should be such 


that active maintenance is not necessary 
to preserve isolation. The bases for 
these criteria are set forth in detail in 
the GE1S. The Commission believes that 
under these criteria tailings can be 
disposed of at reasonable costs and in 
such a manner that conditions at 
disposal sites will be reasonably near 
those of surrounding environs. Thus, the 
need for ongoing active care and 
maintenance programs to redress 
degradation of the tailings isolation by 
natural weathering and erosion forces 
can be essentially eliminated. In that the 
proposed technical criteria for mill siting 
and tailings disposal areas preclude 
location of tailings or milling operations 
in an area that could be disrupted by 
natural events such as flooding, these 
criteria will assure that the requirements 
of Executive Order 11988 of May 23, 

1977. concerning flood plain 
management are met. Therefore, as well 
as assuring tailings isolation, floodplains 
will be protected. 

The ownership, surety', and long-term 
funding criteria delineated in the hew 
Appendix were derived from the GEIS. 
They are also requirements established 
under the UMTRCA. The Commission 
believes that compliance with these 
criteria will ensure that milling 
operators, who are responsible for the 
generation of tailings, will bear the costs 
of tailing reclamation and long-term site 
surveillance and that government 
ownership of tailings and disposal sites 
will ensure adequate long-term control 
of the tailings. 

With regard to long-term site 
surveillance, the UMTRCA requires the 
final disposition of tailings or wastes at 
milling sites to be such that the need for 
long-term maintenance and monitoring 
of such sites after license termination 
shall be minimized, and to the maximum 
extent practicable, eliminated. These 
requirements are delineated in the long¬ 
term surveillance criterion set forth in 
the new Appendix. In order to confirm 
the integrity of a stabiilized tailings 
system, the Commission proposes to 
require annual site inspections by site 
owners (e.g„ an appropriate government 
agency). Depending on the specific 
conditions of a particular site, as 
determined during the period following 
site reclamation and before termination 
of a mill operator’s license, a 
determination may be made that more 
frequent inspections or more 
comprehensive monitoring are required. 
More specific guidance on long-term 
surveillance may be issued in the future 
after more ex*perience has been gained 
relative to this issue. Results of such 
inspections would be submitted to the 
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Commission within 60 days following 
each inspection. 

The criteria in the new Appendix A 
would become effective following 
completion of the rulemaking action 
contemplated herein by the Commission, 
except that criterion 11 would not 
become effecitve until November 8,1981, 
under the provisions of the UMTRCA. 

5. Paragraphs (b) of § 40.14 and (e) of 
§ 40.32 of 10 CFR 40 are being amended 
to require the Director of the 
Commission’s Office of Nuclear Material 
Safety and Safeguards or his designee to 
make a positive finding on an 
applicant’s proposed plans as meeting 
the requirements and objectives in 
Appendix A prior to commencement of 
construction of a mill which produces 
byproduct material. This finding would 
be that made in the final environmental 
impact statement (or other 
environmental assessment) prepared 
pursuant to Part 51 of this chapter. 

These proposed amendments will delete 
paragraph (b) of § 40.14 so as to 
preclude exemptions from the 
requirements of §§ 40.31(f) and 40.32(e) 
of Part 40 and amend paragraph (e) of 
§ 40.32 so as to require the denial of 
applications for licenses where 
construction is started before the 
appropriate environmental appraisals 
are completed and documented. The 
Commission notes in this regard that 
milling results in the production of large 
quantities of byproduct material as 
tailings per year. When construction of a 
mill commences, nearly irrevocable 
commitments are made regarding 
tailings disposal. Given that each mill 
tailings pile constitutes a low-level 
waste burial site containing long-lived 
radioactive materials, the Commission 
believes that prudence requires that 
specific methods of tailings disposal, 
mill decontamination, site reclamation, 
surety arrangements, and arrangements 
to allow for transfer of site and tailings 
ownership be worked out and approved 
before a license is granted. 

The Commission also notes that 
similar irrevocable and/or irretrievable 
commitments are involved in the 
commencement of construction of plants 
and facilities in which source materials 
are possessed and used for the 
production of uranium hexafluoride and 
commercial waste disposal by land 
burial. Accordingly, the requirements of 
the revised paragraphs (b) of § 40.14 and 
(e) of § 40.32 would apply to these plants 
and facilities. 

The proposed amendments to 10 CFR 
30 and 70 also relate to commencement 
of construction of other types of plants 
and facilities in which byproduct and 
special nuclear materials are used and 
possessed. The Commission also 


believes commencement of construction 
of these plants and facilities may also 
result in irreversible and irretrievable 
commitments of resources. Therefore, 
the Commission believes that it is also 
desirable and necessary that a final 
evironmental impact statement or 
assessment be completed and 
documented before authorizing 
commencement of construction. Thus, 10 
CFR 30.11(b), 10 CFR 30.33(a)(5), 10 CFR 
70.14(b) and 10 CFR 70.23(a)(7) are being 
amended to conform to the foregoing 
amendments to 10 CFR 40. 

The amendments to 10 CFR Part 150 
that are to conform to Part 40*s new 
definition of byproduct material and to 
Part 40 s coverage of such byproduct 
material in Agreement States for the 
three years following enactment of 
UNTRCA are immediately effective. 
These amendments are in accordance 
with UMTRCA’s provisions requiring 
NRC licensing of tailings in Agreement 
States for the three year interim. 
Pursuant to UMTRCA, however, 
Agreement States may exercise 
concurrent jurisdiction over tailings and 
wastes for the three-year interim. 

A new proposed § 150.15a is added to 
enumerate certain authorities reserved 
in the Commission under UMTRCA. 
Paragraph (a) is drawn directly from 
sections 204(f) and 202(a) of UMTRCA. 
Paragraph (b) is extracted from § 83 of 
the Atomic Energy Act of 1954, as added 
by § 202(a) of UMTRCA. The language 
of UMTRCA and its legislative history 
indicate that the NRC is to make the 
determinations under and establish 
requirements pursuant to § 83, which 
minimum Federal standards and 
determinations must, under § 204(e) of 
the UMTRCA, be met by the Agreement 
States. New proposed § 150.31 and 
150.32 outline requirements in the 
UMTRCA for Agreement State 
regulation of tailings or activities that 
produce such tailings or wastes. The 
new requirements, which become 
effective after November 8,1981. are 
taken directly from § 274o of the Atomic 
Energy Act, as added by § 204(e) of the 
UMTRCA. 

The proposed amendments to 10 CFR 
170 establish fees for licensing and 
inspection actions involving only the 
management of mill tailings and 
associated wastes. The proposed fees 
are based on NRC staff experience 
involving the review of the 
environmental and public health aspects 
of uranium milling and related activities. 

Proposed regulatory changes 

Pursuant to the Atomic Energy Act of 
1954, as amended, the Energy 
Reorganization Act of 1974, as amended, 
the Uranium Mill Tailings Radiation 


Control Act of 1978. and section 553 of 
title 5 of the United States Code, notice 
is hereby given that the Commission 
proposes to amend 10 CFR 30. 40. 70, 

150, and 170 as indicated below. 

The amendments to §§ 40.1. 40.2a, 

40.3, 40.4. 40.26,150.3, and 150.15, 
adopted as final rules in a document 
printed elsewhere in this part, are 
included below for purposes of clarity 
and continuity. They are identified in 
the amendatory language as being 
effective immediately. 

1. Section 40.1 of 10 CFR 40 is 
amended (effective immediately) by 
revising paragraphs (a) and (b) as 
follows: 

§ 40.1 Purpose. 

(a) The regulations in this part 
establish procedures and criteria for the 
issuance of licenses to receive title to, 
receive, possess, use. transfer, deliver, 
or import into or export from the United 
States source and byproduct materials, 
as defined in this Part, and establish and 
provide for the terms and conditions 
upon which the Commission will issue 
such licenses. The regulations in this 
Part do not establish procedures and 
criteria for the issuance of licenses for 
materials covered under Title 1 of the 
Uranium Mill Tailings Radiation Control 
Act of 1978 (92 Stat. 3021). 

(b) The regulations contained in this 
part are issued pursuant to the Atomic 
Energy Act of 1954, as amended (68 Stat. 
919), Title II of the Energy 
Reorganization Act of 1974 (88 Stat. 
1242), and Title II of the Uranium Mill 
Tailings Radiation Control Act of 1978 
(42 U.S.C. 7901). 

2. § 40.2a of 10 CFR 40 is added 
(effective immediately) to read as 
follows: 

§ 40.2a Temporary coverage in 
Agreement States. 

Until November 8,1981, the 
regulations in this Part shall govern the 
Commission’s licensing of byproduct 
material as defined in this Part in 
Agreement States. 

3. § 40.2b of 10 CFR 40 is proposed to 
be read as follows: 

§ 40.2b Coverage of Inactive tailings sites. 

(a) Prior to the completion of the 
remedial action, the Commission will 
not require a license pursuant to this 
Part for possession of byproduct 
material as defined in this Part that is 
located at a site where milling 
operations are no longer active, if such 
site is or is likely to be designated a 
processing site covered by the remedial 
action program of title I of the Uranium 
Mill Tailings Radiation Control Act of 
1978. The Commission will exert its 
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regulatory role in remedial actions 
exclusively through concurrence and 
consultation in the execution of the 
remedial action pursuant to title I of the 
Uranium Mill Tailings Radiation Control 
Act of 1978. 

(b) The Commission will require a 
license pursuant to this Part for 
byproduct material as defined in this 
Part that is located at a site where 
milling operations are not longer active, 
if such site is not and will not be 
covered by the remedial action program 
of title I of the Uranium Mill Tailings 
Radiation Control Act of 1978; provided, 
however, that the criteria in Appendix A 
of this Part will be applied to the 
maximum extent practicable, with 
consideration given to the unique 
circumstances of such inactive sites. 

4. § 40.3 of 10 CFR 40 is revised 
(effective immediately) to read as 
follows: 

§ 40.3 License requirements. 

No person subject to the regulations in 
this Part shall receive title to, own. 
receive, possess, use, transfer, deliver, 
or import into or export from the United 
States byproduct material as defined in 
this Part or any source material after 
removal from its place of deposit in 
nature, except as authorized in a 
specific or general license issued by the 
Commission pursuant to the regulations 
in this Part. 

5. § 40.4 of 10 CFR 40 is revised 
(effective immediately) by amending 
paragraphs 40.4(a-l), 40.4(e), and 40.4(1) 
and adding new paragraphs 40.4(b-l) 
and 40.4(p). 

$ 40.4 Definitions. 

* • • • • 

(a-1) “Byproduct Material" means the 
tailings or wastes produced by the 
extraction or concentration of uranium 
or thorium from any ore processed 
primarily for its source material content, 
including discrete surface wastes 
resulting from uranium solution 
extraction processes. Underground ore 
bodies depleted by such solution 
extraction operations do not constitute 
“byproduct material" within this 
definition. 

* * • • • 

(b-1) "Department of Energy" means 
the United States Department of Energy 
or its duly authorized representative. 
***** 

(e) “Person" means (1) any individual, 
corporation, partnership, firm, 
association, trust estate, public or 
private institution, group, Government 
agency other than the Commission or 
the Department of Energy except that 
the Department of Energy shall be 
considered a person within the meaning 


of the regulations in this Part to the 
extent that its facilities and activities 
are subject to the licensing and related 
regulatory authority of the Commission 
pursuant to section 202 of the Energy 
Reorganization Act of 1974 (88 Stat. 
1244) * 1 2 3 4 * 6 and the Uranium Mill Tailings 
Radiation Control Act of 1978 (92 Stat. 
21), any State or any political 
subdivision of. or any political entity 
within a State, any foreign government 
or nation or any political subdivision of 
any such government or nation, or other 
entity; and (2) any legal successor, 
representative, agent or agency of the 
foregoing. 

***** 

(1) With the exception of “byproduct 
material" as defined in Section lie. of 
the Act, other terms defined in Section 
11 of the Act shall have the same 
meaning when used in the regulation in 
this Part. 


(p) “Uranium Milling" means any 
activity that results in the production of 
byproduct material as defined in this 
Part. 

6. Section 40.11 of 10 CFR 40 is 
proposed to be amended by changing 
the word "Adminstration" to read 
“Department of Energy" and by adding 
the words “or the Uranium Mill 
Tradings Radiation Control Act of 1978" 
following the words “Energy 
Reorganization Act of 1974." 

7. Section 40.13 of 10 CFR 40 is 
proposed to be amended by adding the 
following sentence at the end of 
Paragraph (a): “The exemption 
contained in this paragraph does not 
include byproduct material as defined in 
this Part." 

8. Section 40.14 of 10 CFR 40 is 
proposed to be amended by deleting 
paragraph 40.14(b). 


•The Department of Energy facilities and 
activities identified in section 202 are: 

(1) Demonstration Liquid Metal Fast Breeder 
reactors when operated as part of the power 
generation facilities of an electric utility system, or 
when operated in any other manner for the purpose 
of demonstrating the suitability for commercial 
application of such a reactor. 

(2) Other demonstration nuclear reactors, except 
those in existence on January 19.1975. when 
operated as part of the power generation facilities 
of an electric utility system, or when operated in 
any other manner for the purpose of demonstrating 
the suitability for commercial application of such a 
reactor. 

(3) Facilities used primarily for the receipt and 
storage of high-level radioactive wastes resulting 
from licensed activities. 

(4) Retrievable Surface Storage Facilities and 

other facilities authorized for the express purpose of 
subsequent long-term storage of high-level 
radioactive waste generated by the Department of 
Energy, which are not used for. or are part of. 

research and development activities. 


9. Section 40.26 of 10 CFR 40 is added 
(effective immediately) to read as 
follows; 

§ 40.26 General license for possession 
and storage of byproduct material as 
defined in ttiis Part 

(a) A general license is hereby issued 
to receive title to. own, or possess 
byproduct material as defined in this 
Part without regard to form or quantity. 

(b) The general license in paragraph 
(a) of this section applies only: 

(1) In the case of licensees of the 
Commission, where activities that result 
in the production of byproduct material 
are authorized under a specific license 
issued by the Commission pursuant to 
this Part, to byproduct material 
possessed or stored at an authorized 
disposal containment area or 
transported incident to such authorized 
activity; Provided, that authority to 
receive title to, own. or possess 
byproduct material under this general 
license shall terminate when the specific 
license for source material expires, is 
renewed, or is amended to include a 
specific license for byproduct material 
as defined in this Part; or 

(2) In Agreement States until 
November 8,1981, where activities that 
result in the production of byproduct 
material are authorized under a specific 
license issued by the Agreement State 
on or before May 17,1979, to byproduct 
material possessed, or stored at an 
authorized disposal containment area or 
transported incident to such authorized 
activities; Provided, that authority to 
receive title to, own. or possess 
byproduct material under such general 
license shall terminate when such 
Agreement State license expires or is 
renewed, whichever first occurs. 

(c) The general license in paragraph 
(a) of this section is subject to: 

(1) The provisions of Parts 19, 20, 21, 
and sections 40.1, 40.2, 40.2a, 40.3, 40.4, 
40.5, 40.6, 40.41, 40.46, 40.61. 40.62. 40.63, 
40.65, 40.71, and 40.81 of Part 40 of this 
Chapter, and 

(2) The documentation of daily 
inspections of tailings or waste retention 
systems and the immediate notification 
of the appropriate NRC regional office 
as indicated in Appendix D of 10 CFR 
Part 20, or the Director, Office of 
Inspection and Enforcement, U.S. 
Nuclear Regulatory Commission, 
Washington, D.C. 20555, of any failure in 
a tailings or waste retention system 
which results in a release of tailings or 
waste into unrestricted areas, and/or of 
any unusual conditions (conditions not 
contemplated in the design of the 
retention system) which if not corrected 
could lead to failure of the system and 
result in a release of tailings or waste 
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into unrestricted areas; and any 
additional requirements the Commission 
may by order deem necessary. 

10. Section 40.31 of 10 CFR 40 is 
proposed to be amended by revising 

§ 40.31(a) and adding a new § 40.31(g) as 
follows: 

$ 40.31 Applications for specific licenses. 

(a)(1) Applications for a specific 
license for source material or for 
byproduct material produced in 
conjunction with the uranium milling 
activity for which a source material 
license is sought from the Commission 
should be filed in quadruplicate on Form 
NRC-2 “Application for Source Material 
License," with the Director of Nuclear 
Material Safety and Safeguards, U.S. 
Nuclear Regulatory Commission, 
Washington, D.C. 20555. Applications 
may be filed in person at the 
Commission’s Offices at 1717 H Street, 
NW., Washington, D.C., or 7920 Norfolk 
Avenue, Bethesda, Md. Information 
contained in previous applications, 
statements, or reports filed with the 
Commission may be incorporated by 
reference, provided such references are 
clear and specific. 

(2) Applications for specific licenses 
for byproduct material as defined in this 
Part not sought in conjunction with a 
source material license from the 
Commission for uranium milling shall be 
filed with the Director of Nuclear 
Material Safety and Safeguards, U.S. 
Nuclear Regulatory Commission, 
Washington, D.C. 20555. Such 
applications include, until November 8, 
1981, applications for specific licenses 
from the Commission for such byproduct 
material generated by uranium milling 
under an Agreement State license issued 
or renewed after May 17,1979. 

* • * * • 

(g) An application for a license to 
receive title to, own, receive, possess, 
and use source material for uranium 
milling or byproduct material, as defined 
in this Part, shall contain proposed 
specifications relating to milling 
operations and the disposition of the 
byproduct material to achieve the 
requirements and objectives set forth in 
Appendix A of this Part. 

11. Section 40.32 of 10 CFR 40 is 
proposed to be amended by revising 
§ 40.32(e) as follows: 

$ 40.32 General requirements for issuance 
of specific licenses. 

* * * * « 

(e) In the case of an application for a 
license to possess and use source and 
byproduct material for uranium milling, 
production of uranium hexafluoride, 
commercial waste disposal by land 
burial or for the conduct of any other 


activity which the Commission 
determines will significantly affect the 
quality of the environment, the Director 
of Nuclear Material Safety and 
Safeguards or his designee, before 
commencement of construction of the 
plant or facility in which the activity 
will be conducted, on the basis of 
information filed and evaluations made 
pursuant to Part 51 of this chapter, has 
concluded, after weighing the 
environmental, economic, technical and 
other benefits against environmental 
costs and considering available 
alternatives, that the action called for is 
the issuance of the proposed license, 
with any appropriate conditions to 
protect environmental values. 
Commencement of construction prior to 
such a conclusion shall be grounds for 
denial of a license to possess and use 
source and byproduct material in such 
plant or facility. 

12. Appendix A is proposed to be 
added to Part 40 to read as follows: 

Appendix A to Part 40 

Criteria Relating to the Operation of 
Uranium Mills and the Disposition of 
Tailings or Wastes (i.e., byproduct 
material as defined in Section lie.(2) of 
the Atomic Energy Act) Produced by the 
Extraction or Concentration of Source 
Material From Ores. 

Introduction. Every applicant for a 
license to possess and use source 
material in conjunction with uranium or 
thorium milling is required by the 
provisions of § 40.31(g) to include in a 
license application proposed 
specifications relating to milling 
operations and the disposition of tailings 
or waste resulting from such miling 
activities. This appendix establishes 
technical, financial, ownership, and 
long-term site surveillance requirements 
relating to the siting, operation, 
decontamination, decommissioning, and 
reclamation of mills and tailings or 
waste systems and sites at which such 
mills and systems are located. 

I. Technical Criteria 

Criterion 1 —Tailings or waste 
disposal areas shall be located at 
remote sites so as to reduce potential 
population exposures and the likelihood 
of human intrusions to the maximum 
extent reasonably achievable. To avoid 
proliferation of small waste disposal 
sites, byproduct material from in-situ 
extraction operations, such as residues 
from solution evaporation or 
contaminated control processes, and 
wastes from small remote above ground 
extraction operations shall preferably be 
disposed of at existing large mill tailings 
disposal sites; consideration will be 
given to the nature of the wastes, such 


as their volume and specific activity, 
and to costs and environmental impacts 
of transporting the wastes to a large 
disposal site. 

Criterion 2 —'Tailings or waste 
disposal areas shall be located at sites 
where disruption and dispersion by 
natural forces are eliminated or reduced 
to the maximum extent reasonably 
achievable. In the selection of mill sites, 
primary emphasis shall be given to 
isolation of tailings or wastes, a matter 
having long-term impacts, as opposed to 
consideration only of short-term 
convenience or benefits, such as 
minimization of transportation or land 
acquisition costs. These criteria, which 
preclude location of tailings or mill site 
in an area which could be disrupted by 
natural events, such as flooding, assure 
that the requirements of Executive 
Order 11988 concerning floodplain 
management are met. 

Criterion 3 —The “prime option" for 
disposal of tailings is placement below 
grade, either in mines or specially 
excavated pits. The evaluation of 
alternative sites and disposal methods 
performed by mill operators in support 
of their proposed tailings disposal 
program (provided in applicant 
environmental reports) shall reflect this. 
In some instances, below-grade disposal 
may not be the most environmentally 
sound approach, such as might be the 
case if a high quality groundwater 
formation is relatively close to the 
surface or not very well isolated by 
overlying soils and rock. Also, geologic 
and topographic conditions might make 
full, below-grade burial impracticable; 
for example, bedrock may be 
sufficiently near surface that blasting 
would be required to excavate a 
disposal pit at excessive cost, and more 
suitable alternate sites are not available. 
In these cases, it must be demonstrated 
that an above-grade disposal program 
will provide reasonably equivalent 
isolation of the tailings from natural 
erosional forces. 

Criterion 4 —If tailings or wastes are 
disposed of above ground, the following 
siting and design criteria shall be 
adhered to: 

(a) Upstream rainfall catchment areas 
must be utilized to decrease the size of 
the maximum possible flood which 
could erode or wash out sections of the 
tailings disposal area. 

(b) Topographic features shall provide 
good wind protection. 

(c) Embankment slopes shall be 
relatively flat after final stabilization to 
minimize erosion potential and to 
provide conservative factors of safety 
assuring long-term stability. The broad 
objective should be to contour final 
slopes to grades which are as close as 
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possible to those which would be 
provided if tailings were disposed of 
below grade; this would, for example, 
lead to slopes of about 10 horizontal to 1 
vertical (10h:lv) or less steep. In general, 
slopes should not be steeper than about 
5h:lv. Where steeper slopes are 
proposed, reasons why a slope less 
steep than 5h:lv would be impracticable 
should be provided, and compensating 
factors and conditions which make such 
slopes acceptable should be identified. 

(d) A full, self-sustaining vegetative 
cover shall be established or riprap 
employed to retard wind and water 
erosion. Special concern shall be given 
to slopes of embankments. 

(e) The impoundment shall not be 
located near a potentially active fault 
that could cause a maximum credible 
earthquake larger than that which the 
impoundment could reasonably be 
expected to withstand. 

(f) The impoundment, where feasible, 
should be designed to incorporate 
features which will promote deposition. 
For example, design features which 
promote deposition of sediment 
suspended in any runoff which flows 
into the impoundment area might be 
utilized; the objective of such a design 
feature would be to enhance the 
thickness of cover over time. 

Criterion 5 —Steps shall be taken to 
reduce seepage of toxic materials into 
groundwater to the maximum extent 
reasonably achievable. This could be 
accomplished by lining the bottom of 
tailings areas and reducing the 
inventory of liquid in the impoundment 
by such means as dewatering tailings 
and/or recycling water from tailings 
impoundments to the mill. Furthermore, 
steps shall be taken during stockpiling 
of ore to minimize penetration of 
radionuclides into underlying soils; 
suitable methods include lining and/or 
compaction of ore storage areas. Also, 
tailings treatment, such as neutralization 
to promote immobilization of toxic 
substances shall be considered. The 
specific method, or combination of 
methods, to be used must be worked out 
on a site-specific basis. While the 
primary method of protecting 
groundwater shall be isolation of 
tailings and tailings solutions, disposal 
involving contact with groundwater will 
be considered provided supporting tests 
and analysis are presented 
demonstrating that the proposed 
disposal and treatment methods will 
preserve quality of groundwater. 

Criterion 8 —Sufficient earth cover, 
but not less than three meters, shall be 
placed over tailings or wastes at the end 
of milling operations to result in a 
calculated reduction in surface 
exhalation of randon from the tailings or 


wastes to less than two picocuries per 
square meter per second above natural 
background levels. Direct gamma 
exposure from the tailings or wastes 
should be reduced to background levels. 
Plastic or other synthetic caps should 
not be used to reduce randon exhalation 
from the tailings or wastes. Cover 
material must not include mine waste or 
rock that contain elevated levels of 
radium; soils used for cover must be 
essentially the same, as far as 
radioactivity is concerned, as that or 
surrounding soils. 

Criterion 7 —At least one full year 
prior to any major site construction, a 
preoperational monitoring program 
should be conducted to provide 
complete baseline data on a milling site 
and its environs prior to development. 
Throughout the construction and 
operation phase of the mill, an 
operational monitoring program should 
be conducted to demonstrate 
compliance with applicable standards 
and regulations; to evaluate 
performance of control systems and 
procedures; to evaluate environmental 
impacts of operation; and to detect 
potential long-term effects. 

Criterion 8 —Milling operations shall 
be conducted so that all airborne 
effluent releases are reduced to as low 
as is reasonably achievable below the 
limits in 10 CFR Part 20. The primary 
means of accomplishing this should be 
by means of emission controls. 
Institutional controls, such as extending 
the site boundary and exclusion area, 
may be employed to ensure that offsite 
exposure limits are met, but only after 
efforts have been taken to control 
emissions at the source to the maximum 
extent reasonably achievable. 
Notwithstanding the existence of 
individual dose standards, strict control 
of emissions is necessary to assure that 
population exposures are reduced to the 
maximum extent reasonably achievable 
and to avoid site contamination. The 
greatest potential sources of offsite 
radiation exposure (aside from radon 
exposure) are dusting from dry surfaces 
or the tailings disposal area not covered 
by tailings solution and emissions from 
yellowcake drying and packaging 
operations. Yellowcake drying and 
packaging operations should cease 
when effluent control devices are 
inoperative or not working at their 
reasonably expected best performance 
levels. To control dusting from tailings, 
that portion not covered by standing 
liquids should be wetted or chemically 
stabilized to prevent or minimize 
blowing and dusting to the maximum 
extent reasonably achievable. This 
requirement may be relaxed if tailings 


are effectively sheltered from wind, such 
as may be the case where they are 
disposed of below grade and the tailings 
surface is not exposed to wind. 
Consideration should be given in 
planning tailings disposal programs to 
methods which would allow phased 
covering and reclamation of tailings 
impoundments since this will help in 
controlling particulate and radon 
emissions during operation. To control 
dusting from diffuse sources, such as 
tailings and ore pads where automatic 
controls do not apply, operators should 
develop written operating procedures 
specifying the methods of control which 
will be utilized. 

Criterion 8(A) —Daily inspections of 
tailings or waste retention systems shall 
be conducted and documented. The 
appropriate NRC regional office as 
indicated in Appendix D of 10 CFR Part 
20. or the Director, Office of Inspection 
and Enforcement, U.S. Nuclear 
Regulatory Commission. Washington, 
D.C. 20555, shall be immediately notified 
of any failure in a tailings or waste 
retention system which results in a 
release of tailings or waste into 
unrestricted areas, and/or of any 
unusual conditions (conditions not 
contemplated in the design of the 
retention system) which if not corrected 
could lead to failure of the system and 
result in a release of tailings or waste 
into unrestricted areas. 

II. Financial Criteria 

Criterion 9 —Financial surety 
arrangements shall be established by 
each mill operator to assure that 
sufficient funds will be available to 
carry out the decontamination and 
decommissioning of the mill and site 
and for the reclamation of any tailings 
or waste disposal areas. The amount of 
funds to be ensured by such surety 
arrangements shall be based on cost 
estimates in an approved plan for (1) 
decontamination and decommissioning 
of mill buildings and the milling site to 
levels which would allow unrestricted 
use of these areas upon 
decommissioning, and (2) the 
reclamation of tailings and/or ^vaste 
disposal areas in accordance with 
technical criteria delineated in Section I 
of this Appendix. The licensee shall 
submit this plan in conjunction with an 
environmental report that addresses the 
expected environmental impacts of the 
milling operation, decommissioning and 
tailings reclamation, and evaluates 
alternatives for mitigating these impacts. 
The surety shall cover the payment of 
the charge for long-term surveillance 
required by Criterion 10. In establishing 
specific surety arrangements, the 
licensee’s cost estimates shall take into 
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account total capital costs that would be 
incurred if an independent contractor 
were hired to perform the 
decommissioning and reclamation work. 
In order to avoid unnecessary 
duplication and expense, the 
Commission will accept financial 
sureties that have been consolidated 
with financial or surety arrangements 
established to meet requirements of 
other Federal or State agencies and/or 
local governing bodies for such 
decommissioning, decontamination, 
reclamation, and long-term site 
surveillance* The licensee’s surety 
mechanism will be reviewed from time 
to time by the Commission (generally at 
the time of license renewal) to assure 
sufficient funds for completion of the 
reclamation plan if the work had to be 
performed by the regulatory authority. 
The amount of surety liability should 
change in accordance with the predicted 
cost of future reclamation. Factors 
affecting reclamation cost estimates 
include: inflation; increases in the 
amount of disturbed land; and 
decommissioning and reclamation that 
has been performed. This will yield a 
surety that is at least sufficient at all 
times to cover the costs of 
decommissioning and reclamation of the 
areas that are expected to be disturbed 
before the next license renewal. The 
term of the surety mechanism must be 
open ended. Liability under the surety 
mechanism shall remain in effect until 
the reclamation program has been 
completed and approved. Financial 
surety arrangements generally 
acceptable to the Commission are: 

(a) Surety bonds; 

(b) Cash deposits; 

(c) Certificates of deposit; 

(d) Deposits of government securities; 

(e) Letters or lines of credit; and 

(f) Combinations of the above or such 
other types of arrangements as may be 
approved by the Commission. 

Criterion 10 —A charge of $250,000 to 
cover the costs of long-term surveillance 
shall be paid by each mill operator to 
the general treasury of the United States 
or to an appropriate State agency prior 
to the termination of a uranium or 
thorium mill license. If site surveillance 
requirements at a particular site are 
determined, on the basis of a site- 
specific evaluation, to be significantly 
greater than those specified in Criterion 
12, variance in funding requirements 
may be specified by the Commission. 

The total charge to cover the costs of 
long-term surveillance shall be such 
that, with an assumed 1 percent annual 
real interest rate, the collected funds 
will yield interest in an amount 
sufficient to cover the annual costs of 
site surveillance. The charge will be 


adjusted annually to recognize inflation. 
The inflation rate to be used is that 
indicated by the change in the 
Consumer Price Index published by the 
U.S. Department of Labor, Bureau of 
Labor Statistics. 

III. Site and Byproduct Material 
Ownership 

Criterion 11— 

A. These criteria relating to ownership 
of tailings and their disposal sites 
become effective on November 8 , 1981, 
and apply to all licenses terminated, 
issued, or renewed after that date. 

B. Any uranium or thorium milling 
license or tailings license shall contain 
such terms and conditions as the 
Commission determines necessary to 
assure that, prior to termination of the 
license, the licensee will comply with 
ownership requirements of this criterion 
for sites used for tailings disposal. 

C. Title to the byproduct material 
licensed under this Part and land, 
including any interests therein (other 
than land owned by the United States or 
by a State) which is used for the 
disposal of any such byproduct materal, 
shall be transferred to the United States 
or the State in which such land is 
located, at the option of such State. For 
licenses issued before November 8,1981, 
the NRC will review an applicant’s 
plans to effect arrangements to allow for 
transfer of site and tailings ownership 
prior to issuance of a license. 

D. If the Commission determines that 
use of the surface or subsurface estates, 
or both, of the land transferred to the 
United States or to a State will not 
endanger the public health, safety, 
welfare, or environment, the 
Commission will permit the use of the 
surface or subsurface estates, or both, of 
such land in a manner consistent with 
the provisions provided in these criteria. 
If the Commission permits such use of 
such land, it will provide the person who 
transferred such land with the right of 
first refusal with respect to such use of 
such land. 

E. In the case of any uranium or 
thorium milling license in effect on 
November 8,1981, the Commission may 
require, before the termination of such 
license, transfer of land and interests 
therein (including tailings) to the United 
States or a State in which such land is 
located at the option of such State as 
may be necessary to protect the public 
health, welfare, and the environment 
from any effects associated with 
byproduct material defined in this Part. 

In exercising this requirement, the 
Commission will take into consideration 
the status of the ownership of such land 
and interests therein (including tailings) 
and the ability of the licensee to transfer 


title and custody thereof to the United 
States or a State. For licenses issued 
before November 8.1981, the NRC will 
review an applicant's plans to effect 
arrangements to allow for transfer of 
site and tailings ownership prior to 
issuance of a license. Subsequent 
renewals shall not disqualify licensees 
otherwise eligible for such consideration 
under this criterion. 

F. Material and land transferred to the 
United States or a State in accordance 
with this Criterion shall be transferred 
without cost to the United States or a 
State other than administrative and 
legal costs incurred in carrying out such 
transfer. 

G. The provisions of this Part 
respecting transfer of title and custody 
to land and tradings and wastes shall 
not apply in the case of lands held in 
trust by the United States for any Indian 
tribe or lands owned by such Indian 
tribe subject to a restriction against 
alienation imposed by the United States. 
In the case of such lands which are used 
for the disposal of byproduct material, 
as defined in this Part, the licensee shall 
enter into arrangements with the 
Commission as may be appropriate to 
assure the long-term surveillance of 
such lands by the United States. 

IV. Long-Term Site Surveillance 

Criterion 12 —The final disposition of 
tailings or wastes at milling sites should 
be such that the need for ongoing active 
maintenance is not necessary to 
preserve isolation. As a minimum, 
annual site inspections shall be 
conducted by site owners where 
tailings, or wastes are stored to confirm 
the integrity of the stabilized tailings or 
waste systems and to determine the 
need, if any, for maintenance and/or 
monitoring. Results of the inspection 
shall be reported to the Commission 
within 60 days following each 
inspection. The Commission may require 
more frequent site inspections if, on the 
basis of a site-specific evaluation, such 
a need appears necessary due to the 
features of a particular tailings or waste 
disposal system. 

13. Section 70.14 of 10 CFR 70 is 
proposed to be amended by deleting 
paragraph 70.14(b). 

14. Section 70.23 of 10 CFR 70 is 
proposed to be amended by revising 
paragraph (a)(7) to read as follows: 

§ 70.23 Requirements for the approval of 
applications. 

(a) * * * 

(7) Where the proposed activity is 
processing and fuel fabrication, scrap 
recovery, conversion of uranium 
hexafluoride, commercial waste 
disposal by land burial, or any other 
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activity which the Commission 
determines will significantly affect the 
quality ef the environment, the Director 
of Nuclear Material Safety and 
Safeguards or his designee, before 
commencement of construction of the 
plant or facility in which the activity 
will be conducted, on the basis of 
information filed and evaluations made 
pursuant to Part 51 of this chapter, has 
concluded, after weighing the 
environmental, economic, technical, and 
other benefits against environmental 
costs and considering available 
alternatives, that the action called for is 
the issuance of the proposed license, 
with any appropriate conditions to 
protect enviromental values. 
Commencement of construction prior to 
such conclusions shall be grounds for 
denial to posses and use special nuclear 
material in such plant or facility. 


15. Section 30.11 of 10 CFR 30 is 
proposed to be amended by deleting 
paragraph 30.11(b). 

16. Section 30.33 of 10 CFR 30 is 
proposed to be amended by revising 
paragraph (a)(5) to read as follows: 


§ 30.33 General requirements for issuance 
of specific licenses. 

(a) * * * 

(5) In the case of an application for a 
license to receive and possess 
byproduct material for commercial 
waste disposal by land burial or for the 
conduct of any other activity which the 
Commission determines will 
significantly affect the quality of the 
environment, the Director of Nuclear 
Material Safety and Safeguards or his 
designee, before commencement of 
construction of the plant or facility in 
which the activity will be conducted, on 
the basis of information filed and 
evaluations made pursuant to Part 51 of 
this chapter, has concluded, after 
weighing the environmental, economic, 
technical, and other benefits against 
environmental costs and considering 
available alternatives, that the action 
called for is the issuance of the 
proposed license, with any appropriate 
conditions to protect environmental 
values. Commencement of construction 
prior to such conclusion shall be 
grounds for denial of a license to receive 
and possess byproduct material in such 
plans or facility. 

17. Section 150.3 of 10 CFR 150 is 
amended (effective immediately) by 
revising paragraph 150.3(c) to read as 
follows: 


§150.3. Definitions. 


(c) “Byproduct material” means (1) 
any radioactive material (except special 


nuclear material) yielded in or made 
radioactive by exposure to the radiation 
incident to the process of producing or 
utilizing special nuclear material; or (2) 
the tailings or wastes produced by the 
extraction or concentration of uranium 
or thorium from any ore processed 
primarily for its source material content, 
including discrete surface wastes 
resulting from solution extraction 
processes. Underground ore bodies 
depleted by such solution extraction 
operations do not constitute “byproduct 
material” within this definition. 

18. Section 150.15 of 10 CFR 150 is 
amended (effective immediately) by 
adding a new paragraph (a)(7), to read 
as follows: 

§ 150.15 Persons not exempt. 

(a) 

(7) Until November 8,1981, the receipt 
of title to, ownership of, receipt of, 
possession of, use of, transfer of, 
delivery of, import or export of the 
byproduct material as defined in 
§ 150.3(c)(2) of this Part; Provided, 
however, that during this period any 
State may exercise any authority under 
State law respecting such material in the 
same manner, and to the same extent, as 
permitted before enactment of the 
Uranium Mill Tailings Radiation Control 
Act of 1978. In case of conflict between 
Federal and State requirements 
regarding a license, the Federal license 
requirements shall prevail unless the 
State requirements are more stringent 
than the Federal requirements. 

19.10 CFR 150 is proposed to be 
amended by adding a new § 150.15a to 
read as follows: 

§ 150.15a Continued Commission 
authority pertaining to byproduct material. 

(a) Prior to the termination of any 
Agreement State license for byproduct 
material as defined in § 150.3(c)(2) of 
this Part, or for any activity that results 
in the production of such material, the 
Commission shall have made a 
determination that all applicable 
standards and requirements pertaining 
to such material have been met. 

(b) After November 8.1981, the 
Commission reserves the authority to 
establish minimum standards regarding 
reclamation, long term surveillance (i.e., 
continued site observation, monitoring 
and. in some cases where necessary, 
maintenance), and ownership of 
byproduct material as defined in 

§ 150.3(c)(2) of this Part and of land used 
as a disposal site for such material. Such 
reserved authority includes: 

(1) Authority to establish such terms 
and conditions as the Commission 
determines necessary to assure that, 
prior to termination of any license for 


byproduct material as defined in 
§ 150.3(c)(2) of this Part, or for any 
activity that results in the production of 
such material, the licensee shall comply 
with decontamination, 
decommissioning, and reclamation 
standards prescribed by the 
Commission; and with ownership 
requirements for such materials and its 
disposal site as the Commission may 
establish; 

(2) The authority to require that prior 
to termination of any license for 
byproduct material as defined in 

§ 150.3(c)(2) of this Part or for any 
activity that results in the production of 
such material, that title to such 
byproduct material and its disposal site 
be transferred to the United States or 
the State in which such material and 
land is located, at the option of the State 
(provided such option is exercised prior 
to termination of the license); 

(3) The authority to permit use of the 
surface or subsurface estates, or both, of 
the land transferred to the United States 
or a State pursuant to paragraph (b)(2) 
of this section in a manner consistent 
with the provisions of the Uranium Mill 
Tailings Radiation Control Act of 1978, 
provided that the Commission 
determines that such use would not 
endanger the public health, safety, 
welfare, or the environment; 

(4) The authority to require, in the 
case of a license for any activity that 
produces such byproduct material 
(which license was in effect on 
November 8.1981) transfer of land and 
material pursuant to paragraph (b)(2), of 
this section, taking into consideration 
the status of such material and land and 
interests therein, and the ability of the 
licensee to transfer title and custody 
thereof to the United States or a State; 

(5) The authority to require the 
Secretary of the Department of Energy, 
other Federal agency, or State, 
whichever has custody of such property 
and materials, to undertake such 
monitoring, maintenance, and 
emergency measures as are necessary to 
protect the public health and safety and 
other actions as the Commission deems 
necessary to comply with the standards 
promulgated pursuant to the Uranium 
Mill Tailing Radiation Control Act of 
1978; and 

(6) The authority to enter into 
arrangements as may be appropriate to 
assure Federal long term surveillance 
(i.e., continued site observation of such 
disposal sites on land held in trust by 
the United States for any Indian tribe or 
land owned by an Indian tribe and 
subject to a restriction against 
alienation imposed by the United States. 
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20.10 CFR 150 is proposed to be 
amended by adding a new § 150.31 to 
read as follows: 

§ 150.31 Requirements for Agreement 
State regulation of byproduct material. 

After November 8.1981, in the 
licensing and regulation of byproduct 
material, as defined in § 150.3(c)(2) of 
this Part, or of any activity which results 
in the production of such byproduct 
material, an Agreement State shall 
require— 

(a) Compliance with requirements 
established by the Commission 
pertaining to ownership of such 
byproduct material and disposal sites 
for such material; and 

(b) Compliance with standards which 
shall be adopted by the Agreement State 
for the protection of the public health, 
safety, and the environment from 
hazards associated with such material 
which are equivalent, to the extent 
practicable, or more stringent than, 
standards adopted and enforced by the 
Commission for the same purpose, 
including requirements and standards 
promulgated by the Commission and the 
Administrator of the Environment 
Protection Agency pursuant to the 
Uranium Mill Tailing Radiation Control 
Act of 1978; and 

(c) Procedures which— 

(1) In the case of licenses under State 
law include— 

(1) An opportunity, after public notice, 
for written comments and a public 
hearing, with a transcript, 

(ii) An opportunity for cross 
examination, and 

(iii) A written determination which is 
based upon findings included in such 
determination and upon the evidence 
presented during the public comment 
period and which is subject to judicial 
review; 

(2) In the case of rulemaking, provide 
an opportunity for public participation 
through written comments or a public 
hearing and provide for judicial review 
of the rule; 

(3) Require for each license which has 
a significant impact on the human 
environment a written analysis (which 
shall be available to the public before 
the commencement of any such 
proceedings) of the impact of such 
license, including any activities 
conducted pursuant thereto, on the 
environment. Such analysis shall 
include— 

(i) An assessment of the radiological 
and nonradiological impacts to the 
public health of the activities to be 
conducted pursuant to such license; 

(ii) An assessment of any impact on 
any waterway and groundwater 
resulting from such activities; 


(iii) Consideration of alternatives, 
including alternative sites and 
engineering methods, to the activities to 
be conducted pursuant to such license; 
and 

(iv) Consideration of the long term 
impacts, including decommissioning, 
decontamination, and reclamation 
impacts associated with activities to be 
conducted pursuant to such license, 
including the management of any 
byproduct material, as defined in 

§ 150.3(c)(2) of this Part; and 

(4) Prohibit any major construction 
activity with respect to such material 
prior to complying with the provisions of 
paragraph (c)(3) of this section. 

(d) No Agreement State shall be 
required under paragraph (c) to conduct 
proceedings concerning any license or 
regulation which would duplicate 
proceedings conducted by the 
Commission. 

21.10 CFR 150 is proposed to be 
amended to add § 150.32 to read as 
follows: 

§ 150.32 Funds for reclamation or 
maintenance of byproduct material. 

(a) The total amount of funds an 
Agreement State collects, pursuant to a 
license for byproduct material as 
defined in § 150.3(c)(2) of this Part or for 
any activity that results in the 
production of such material, for 
reclamation or long term maintenance 
and monitoring of such material, shall, 
after November 8,1981, be transferred to 
the United States if title and custody of 
such material and its disposal site is 
transferred to the United States upon 
termination of such license. Such funds 
include, but are not limited to, sums 
collected for long term surveillance (i.e., 
continued site observation, monitoring 
and, in some cases where necessary, 
maintenance). Such funds do not, 
however, include monies held as surety 
where no default has occurred and the 
reclamation or other bonded activity has 
been performed. 

(b) If an Agreement State requires 
such payments for reclamation or long 
term surveillance (i.e., continued site 
observation, monitoring and, in some 
cases where necessary, maintenance), 
they payments must, after November 8, 
1981, be sufficient to ensure compliance 
with those standards established by the 
Commission pertaining to bonds, 
sureties, and financial arrangements to 
ensure adequate reclamation and long 
term management of such byproduct 
material and its disposal site. 

22. § 170.2 of 10 CFR 170 is proposed 
to be revised to read as follows: 


§ 170.2 Scope. 

Except for persons who apply for or 
hold the permits, licenses, or approvals 
exempted in § 170.11, the regulations in 
this part apply to a person who is an 
applicant for, or holder of, a specific 
byproduct material license issued 
pursuant to Part 40 of this chapter, a 
specific special nuclear material license 
issued pursuant to Part 70 of this 
chapter, a specific approval of spent fuel 
casks and shipping containers issued 
pursuant to Part 71 of this chapter, a 
specific request for approval of sealed 
sources and devices containing 
byproduct material, source material, or 
special nuclear material or a production 
or utilization facility construction permit 
and operating license issued pursuant to 
Part 50 of this chapter, to routine safety 
and safeguards inspections of a licensed 
person, to a person who applies for 
approval of a reference standardized 
design of a nuclear steam supply system 
or balance of plant, for review of a 
facility site prior to the submission of an 
application for a construction permit, for 
review of a standardized spent fuel 
facility design, and for a special project 
review which the Commission 
completes or makes whether or not in 
conjunction with a license application 
on file or which may be filed. 

23. § 170.3 of 10 CFR 170 is proposed 
to be amended by revising paragraphs 
170.3 (a) and (c) to read as follows: 

§ 170.3 Definitions. 

As used in this part: 

(a) “Byproduct material” means (1) 
any radioactive material (except special 
nuclear material) yielded in or made 
radioactive by exposure to the radiation 
incident to the process of producing or 
utilizing special nuclear material; or (2) 
the tailings or wastes produced by the 
extraction or concentration of uranium 
or thorium from any ore processed 
primarily for its source material content, 
including discrete surface wastes 
resulting from uranium solution 
extraction processes. Underground ore 
bodies depleted by such solution 
extraction operations do not constitute 
“byproduct material” within this 
definition. 

* • * * * 

(c) “Materials license” means a 
byproduct material license issued 
pursuant to Part 30 of this chapter, or a 
source or byproduct material license 
issued pursuant to Part 40 of this 
chapter, or a special nuclear material 
license issued pursuant to Part 70 of this 
chapter. 
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24. §170.31 of 10 CFR 170 i9 proposed 
to be amended by adding a new 
category 4.D to read as follows: 

§ 170.31 Schedule of fees for materials 
iicenses and other regulatory services. 
***** 

4.D (1) Licenses specifically authorizing the 
receipt, possession, use, or ownership of 
tailings or wastes (i.e.. byproduct material) 
produced in conjunction with heap-leaching 
operations. 


Application- 10.000 

New License*- 83.800 

Renewal*-- 93.800 

Amendment* 

Major*_ 20.800 

Minor*—- 3500 

Administrative------ 150 


(2) Licenses specifically authorizing the 
receipt, possession, use, or ownership of 
tailings or wastes (i.e., byproduct material) 
produced in conjunction with milling 
operations. 


Production scale activity: 

Application...——-—- 7.000 

New Ucense*_......—... 52,600 

Research and development scale activity: 

Application- 2.000 

New License*.-—-~.....--14.800 

Renewal *......— ... • 13.800 

Amendment* 

Major*__— *4.200 

Minor*.~__—~ ‘760 

Administrative.. *150 


(3) Licenses specifically authorizing the 
receipt, possession, use, or ownership of 
tailings or wastes (i.e., byproduct material) 
produced in conjunction with in situ leaching 
operations. 


Production scale activity: 

Application- 2,500 

New License*..._ 16.900 

Research and development scale activity: 

Application- 850 

New License*._ —.—5.000 

Renewal*- *14.800 

Amendment* 

Major*_ *1.400 

Minor. “250 

Administrative- *150 

***** 


25. § 170.32 of 10 CFR 170 is proposed 
to be amended by adding a new 
category 4.D to read as follows: 

§ 170.32 Schedule of fees for health and 
safety, and safeguards inspections for 
materials licenses. 

***** 

4.D. Licenses specifically authorizing the 
receipt, possession, use. or ownership of 
tailings or wastes (i.e.. byproduct material) 
produced by the extraction or concentration 
of uranium or thorium from any ore 
processed primarily for its source material 
content. 

Health and Safety .. 1.800 One Per Year 

***** 

The Commission finds that because 
the regulations supporting the general 
license must be effective immediately so 
as to prevent existing milling operations 
from being in technical violation of the 
Atomic Energy Act. good cause exists 
pursuant to 5 U.S.C. 553 to waive the 30- 
day comment period, as impracticable 


and contrary to the public interest, and 
make the amendments to 10 CFR 40.1. 
40.2a, 40.3, 40.4, 40.26.150.3, and 150.15 
immediately effective. The Commission 
notes in this regard that informal written 
comments on this matter were solicited 
and received from industry, 
environmental groups, and several 
States (these comments may be found in 
the Commission’s public document room 
in a memorandum dated May 9.1979, 
from the Executive Legal Director to the 
Commission entitled "Staff Response to 
the Commission Request for Further 
Information Regarding SECY-79-88 
Timing of Certain Requirements of the 
Uranium Mill Tailings Radiation Control 
Act of 1978’ "). Comments on these 
amendments are invited, however, and 
the new regulations remain subject to 
further modifications in response to 
such comments. 

(Secs. lle.(2), 81, 83. 84.161b, 161x, 274; Pub. 
L No. 83-703, 68 Stat. 948 et seq. (42 U.S.C. 
2014e.(2), 2111, 2113, 2114, 2201b, 2201x, 2021)) 
Dated at Washington, D.C. this 22nd day of 
August 1979. 

for the Nuclear Regulatory Commission. 
Samuel J. Chilk, 

Secretary of the Commission. 

(FR Doc. 79-26516 Filed 8-23-79; 8:45 am) 

BILUNG CODE 7590-01-M 
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Ch. IX....47736 

P.47950 

30. 50015 

40. 50015 

70 . 50015 

71 .48234 

150. 50015 

170. 50015 

211 .46244, 47546, 48696 

212 .45900, 45909, 45957, 

47546 

214..47951 

220. 48696 

375 . 45900, 45909, 46236 

376 . 46236 

391.45900, 45909 

420. 45958 

430. 49696 

485.45976 

503.46854 

505. 46854 

903.45141 

12 CFR 

4. 46263, 48169 

7. 46428 

201. 45115 

205. 46432 

217. 46434,46436. 46437, 

47535 

226.46438 

329. 46264, 49644 

344...45375 

403. 49644 

526. 46440, 46441 

531.46445 

541.46444 

545.45116, 46441, 46444, 

47759-47764 

552.49241 

556. 46445 

563. 46441, 47764 

571...47764 

715. 45607 

725.49431 

740 .49441 

741 . 45607 

745. 49441 

747.45607 

Proposed Rules: 

Ch. II.45406 

219 .46475 

220 .47775, 47776 

226. 45141 

509.45175 

509a.45175 

545.45635, 46477 

550.45175 

563.45635. 46477 

566.45175 

13 CFR 

107 .45120 

108 .45123 

120 .48653 

121 .47039 

Proposed Rules: 

Ch. 1.45412 


Ch. V.40976 

121.47098 

130.48975 

14 CFR 

21...46778 

39.45375-45377. 45918, 

45919, 46872, 46783,47322, 
47924,48654.49441 

45.45378 

65.46778 

71.45379, 45920, 45921, 

46784-46791,47322-47324. 
47925, 47926, 48655 
73.46787, 46790, 46792, 

47325 

75.46787, 46788, 46790, 

47326 

91.45921 

97.47326, 49442 

203 .49188 

207 .47536 

208 .47536 

298 .49444 

299 .45380 

300 .47536 

302.46446 

380.48656, 49445 

385.48961 

399...45608 

1203.45610 

1216.49650 

Proposed Rules: 

Ch. 1.49463 

39. 45960, 46855 

71.45413, 45960-45962, 

46857,47345, 47951,47952, 
48707,49463 

73.45413-45416, 45962, 

46856,47953. 49464 

75. 45963 

91...„.... 45964 

152. 46858 

204 . 46880 

312. 45637 

374a.49464 

1214...49274 

15 CFR 

922....46266 

Proposed Rules: 

Ch. 1.48976 

Ch. II.48976 

Ch. Ill.48976 

Ch. IV.48976 

Ch. VIII.48976 

Ch. IX.48976 

Ch. XII.48976 

16 CFR 

2.47766 

13 .47926, 48170, 48657. 

48962,48964, 49650 

14 .47328 

436.49966 

1105.48618 

Proposed Rules: 

Ch. 1.45170 

13.45181, 47098, 47346 

48976 

433.„.48708 

455..48708 

802.47099 

17 CFR 

200.46793 


210 .45610, 49651 

211 .47537 

231.46752 

240.46447, 46736, 49401 

249.46447 

270.48657, 48659 

Proposed Rules: 

1...45192 

240.46748, 47953, 48938 

49465 

249..47953 

270. 47100, 47546 

18 CFR 

1 .46449, 46453, 48171 

3 . 46449 

35. 46453 

154. 48174 

157.48174 

270 . 48660 

271 .48180, 48660, 49651, 

49656 

273 .48660 

274 .48664. 49651, 49656 

275 .48664 

277.46454 

281.45922, 48184 

294...46455 

Proposed Rules: 

Ch. 1.48257 

2 . 49466, 49468 

131 .49466 

154.46291 

156 .... 49466 

157 . 49466 

159. 47348 

271.49468 

275.48262 

19 CFR 

4 . 467943, 48671 

10 . 46794 

11 .46794 

12 .49245 

24.46794 

101.48671 

113.. 49245 

127. 46794 

132 .46794 

141 .46794 

142 . 46794 

143 . 46794 

144 . 46794 

151 .46794 

158 . 46794 

159 . 45923, 46794, 49248 

172 .46794 

173 . 46794 

Proposed Rules: 

Ch. 1.45334 

6. 46880 

103. 48709 

134.47103. 48719 

152 .48709 

175.48709 

20 CFR 

404™.47766 

416. 47766 

655. 47040. 49644 

675 . 50002 

676 . 47260, 48185 

685. 50002 

Proposed Rules: 

Ch. Ill.48040 
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655.49697 

901....,.46881 

21 CFR 

74.45614 

81. 48964 

101 .46266 

102 .45614 

105.49665 

145.48186 

176.48967 

178.47537. 47538 

201.45615, 46267, 47042 

314.47042 

429.48968 

431.48186 

436. 48186 

446.48186 

507.48598 

510.48969 

520.47043, 47538, 49665 

522.45618, 47530, 49665 

524.46268, 47539, 48969, 

48970, 49666 

540.47044, 49666 

546.48186 

556.45618 

558.45618, 47044 

561.A...49249 

601.45617 

610.45617 

650.45617 

1000.49667 

1010.48190 

1020.49667 

Proposed Rules: 

Ch. 1.48040, 48264 

2.48979. 48983 

5.48953 

10.48953 

16.47698, 47699 

50.47713 

56.47698, 47699 

71.47698, 47699, 47713 

74.48986 

101.45641 

135.48265 

171 .47698, 47699, 47713 

172 .48269, 48986 

i7q 4^641 

I 80 ZZ! 47698.'47699.’47713 

182.48269 

189.45641 

201.47547 

203.47104 

207.47547 

250.45642 

310.47698, 47699. 47713 

312.47698. 47699, 47713 

314.47698, 47699, 47713 

48953 

320.47698, 47699. 47713 

330.47698, 47699, 47713 

361.47698, 47699, 47713 

429 .47528 

430 .47698. 47699, 47713 

431 .47548, 47698, 47699, 

47713 

514.47548. 48953 

601.47698. 47699. 47713 

630.47698, 47699, 47713 

680.45642 

701.47547 

801.45644 

808.47105 


813. 

.47713 

880. 

. 49844-49954 

1000 . 

.45645 

1002 . 

.49699 

1003. 

..47698, 47699, 47713 

1010 . 

.47698. 47699, 47713 

1020 . 

.45645 

22 CFR 

6 a. 

.47767 

17. 

.47927 

1001 . 

.45618 


6.45298, 48720 

8 .45298, 48720 

10.45298, 48720 

11....45298. 48720 

28 CFR 

0.46272 

9 .48675 

60. 46459 

Proposed Rules: 

Ch. 1.45295 

29 CFR 


161. 

.47349 

36 CFR 


.45124 

223. 

.45925 

907. 

.45925 

1228. 

.47018 

Proposed Rules: 

222. 

.49479 

231. 

.46480 

261. 

.47110 

1213. 

.45417 


23 CFR 


230.46831 

630.46835 

Proposed Rules: 

635.....46882 

24 CFR 

42.47329 

58.45568 

108 .47012 

203.46835 

220 .46835 

221 .46835 

222 .46835 

226.46835 

235.46835 

510.47512 

570.46836, 49994 

841.46996 

Proposed Rules: 

Subtitle A.45342 

Subtitle B.45342 

9.45416 

55.47006 

107.46295 

109 .46295 

203 .46885. 46886. 47549 

204 .46886 

213.46886 

220.46886 

232.49700 

240.46886 

265.46295 

390.46891 

882.46296 

1917.49478 

2205.47105 

25 CFR 

55a.46269 

153.47329 

26 CFR 

1.46459, 46838, 47046, 

48191,48674, 49445, 49446. 

49451 

12.;.46459 

48.47767 

Proposed Rules: 

1.45192. 47550, 48269, 

49275,49701 

7.49701 

20.49275 

25.49275 

31.48719 

53.47958. 49701 

301.48719 

601.45192 

27 CFR 

Proposed Rules: 

Ch. 1.45326 


13. 

.49673 

89. 

.48201 

1600. 

.47516 

1601. 

.47058, 48971 

1613. 

.45623 

2618. 

Proposed Rules: 

.47059 

1601. 

.48987 

1910. 

.48274 

1926. 

.48275 

30 CFR 

Ch. VII. 

.49673 

55. 

.48490. 48535 

56. 

.48490, 48535 

57. 

,48490. 48535 

252. 

Proposed Rules: 

.46404 

45. 

.47746 

250. 

.47109 

722. 

.48720 

843. 

.48720 

31 CFR 

8. 

Proposed Rules: 

.47059 

Subtitle A. 

.45326 

51. 

.45335 

350. 

.49478 

32 CFR 

158. 

.47332 

168. 

.47767 

214. 

.46841 

360. 

,47335. 47931 

505. 

.46459 

701. 

.46272 

810. 

.45623 

813a. 

.45624 

879. 

.47540 

903. 

.47929 

940. 

Proposed Rules: 

.45624 

41. 

.46296 

513. 

.45967 

953. 

32A CFR 

.45193 

Proposed Rules: 

Ch. VI. 

.48976 

33 CFR 

17. 

.47932 

117. 

.45924, 47335 

147. 

.49452 

161. 

.45381, 47932 

165.45925, 47335. 47336, 

47933 

183. 

Proposed Rules: 

.47934 

117. 

.45969 


37 CFR 

304. 45130 

Proposed Rules: 

Ch. 1.48976 

201 .47550 

202 .47555 

38 CFR 

3.45930 

36.47336 

Proposed Rules: 

3.46891 

26.48281 

39 CFR 

10. 46460 

233.49687 

Proposed Rules: 

10.47556 

111.47959, 49702 

40 CFR 

1.45131 

52.46273, 46465, 46845, 

47769 

60.49222 

65.46274, 46275, 47060- 

47063,47540, 48202,48203, 
48211,48675-48679 

80 .46275. 47541 

81 .48679 

86.47884, 48204 

122 .47063 

125.47063 

162..'..45131 

180.45386, 47934 

205.«...45194, 45203, 45204, 

45210,45624 

408. 45944 

600.46846 

Proposed Rules: 

50 .47959 

51 .46481 

52 .45210, 45420, 45647, 

46481,46482, 46892-46895, 
47350, 47557,47559, 47777, 

47959. 48988, 49702 

60.47778 

65.47111, 47960 

81.45210, 45650, 44970, 

47778, 48285. 48723.49703 

85 .46686 

86 .46296. 47113 

120. 45651 

123 .;.49275 

162 .45218. 46303, 46414 

163 .47777 

180.49276 

250.49277, 49278, 49402 

414.47113 

416.47113 
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41 CFR 


18. 

.. 48205 

.48209 

29-70. 


.48972 

60-30. 


.49691 

60-250. 


.49691 

60-741. 


.49691 

101-20. 


..49453 

101-26. 


..47934 

101-36. 


..47359 

114-35. 


.49454 

Proposed Rules: 

101-36. 


..46305 

42 CFR 

21. 


.46846 

53. 


.45946 

57. 


.45946 

90. 


.45946 

100. 


.45946 

122. 

..47064, 49454 

Proposed Rules: 

Ch. I-IV. 


..48040 

405. 


.47117 

440. 


.46899 

43 CFR 

1600. 


..46386 

3422. 


.45946 

Proposed Rules: 

Ch. II. 


.45425 

Public Land Orders: 

4228 (Corrected by 

PLO 5675). 

.45133 

5446 (Corrected by 

PLO 5678). 

.49455 

5653 (Amended by 

PLO 5677). 

.49249 

5654 (Amended by 

PLO 5677). 

.49249 

5675. 


.45133 

5676. 


.45133 

5677. 


.49249 

5678. 


.49455 


1062.47961 

46 CFR 

282.492270 

Proposed Rules: 

Ch. 1.47359 

Ch. II.48976 


... 

208.48287 

221.46492 

251.48287 

47 CFR 

Ch. I...47935 

1.45396 

13.48225 

18.48178 

31.47359 

33.47359 

42 .47359 

43 .47359 

73.45395. 45625, 45626, 

45951.47092, 47936, 48225 

76.45951 

81.45396 

83.45396, 45627 

87.45627 

90.49691, 49692 

201 .47772 

202 .47772 

Proposed Rules: 

1 .48287 

2 .48299 

15.45227, 48299 

31....48988 

64.47961 

73 .45653, 47962-47964 

74 .48303 

76.48997 

81.46493 

83.46493 

87.47118 

90.49704 


49 CFR 


1090. 


1109. 

.48732 

50 CFR 

17. 

.49218 

18. 

.45565 

20. 

... 46462, 47093, 48846 

32. 

..45137, 46279. 46280, 

46463.46464. 47093,47939- 


47942. 49459 

33. 

.45397. 46464 

611. 

.45398, 46285 

653. 

.48226 

674. 

.45398, 46286 

810. 

.47902 

Proposed Rules: 

Ch. II. 

.48976 

Ch. VI.... 

.48976 

17. 

......47862 

20. 

.47246 

32. 

.49707 

216. 

.46903 

402. 

.47862 

405. 

.47862 

410.. 

.48305 

530. 

.45654 

540. 

.47123 

611. 

.46903, 47124 

652. 

.45227 

672. 


810. 

.47386 


44 CFR 


64 .45133, 45387, 48221, 

48222. 49250 

65 .45136, 45137, 45388, 

45390, 48224,49252 

67.45391-45394, 48680- 

48682, 49254, 49267 
Proposed Rules: 

60.45652 

67.45225-45227, 45970- 

45972, 47560, 47568,48285- 


48287, 48724, 48725, 49278 

45 CFR 

174 .47444 

175 .47444 

176 .47444 

185.48691 

302.45137 

1388....45947 

1968...47935 

Proposed Rules: 

Subtitles A & B.48040 

Ch. X.49479 

Ch. XX.48976 

46 ..\... 47688 

64.45973 

161 g.45976 

503...49703 

640.46901 


Ch. X... 

.46847 

1. 

.47937 

171. 

..-.49455 

172. 

.49455 

173. 

.47937, 49455 

176. 


178. 


Subchapter B .49459 

571. 


393. 

.47938 

609. 

.47343 

1033. 

.. .45397, 46277, 46278, 

46460.47773,48692,48693 

1036. 

.47541 

1056. 

.49692 

1245. 

.45956 

1246. 

.45956 

Proposed Rules: 

Ch. X ... 


127. 

.47966 

171. 


172. 

.47966 

173. 


174. 


175. 


176. 

.47966 

177. 


571. 


1056. 

.45429, 49706 

1065. 

.47120 
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AGENCY PUBLICATION ON ASSIGNED DAYS OF THE WEEK 


The following agencies have agreed to publish all 
documents on two assigned days of the week 
(Monday/Thursday or Tuesday/Friday). 

This is a voluntary program. (See OFR NOTICE 

FR 32914, August 6. 1976.) 


Monday 

Tuesday 

Wednesday 

Thursday 

Friday 

DOT/SECRETARY* 

USDA/ASCS 


DOT/SECRETARY* 

USDA/ASCS 

DOT/COAST GUARD 

USDA/APHIS 


DOT/COAST GUARD 

USDA/APHIS 

DOT/FAA 

USDA/FNS 


DOT/FAA 

USDA/FNS 

dot/fhwa 

USDA/FSQS 


DOT/FHWA 

USDA/FSQS 

DOT/FRA 

USDA/REA 


DOT/FRA 

USDA/REA 

DOT/NHTSA 

MSPB/OPM 


DOT/NHTSA 

MSPB/OPM 

DOT/RSPA 

LABOR 


DOT/RSPA 

LABOR 

DOT/SLS 

HEW/FDA 


DOT/SLS 

HEW/FDA 

DOT/UMTA 



DOT/UMTA 


CSA 



CSA 



Documents normally scheduled for publication on 
a day that will be a Federal holiday will be 
published the next work day following the 
holiday. 


Comments on this program are still invited. 
Comments should be submitted to the 
Day*of-the-Week Program Coordinator. Office of 
the Federal Register, National Archives and 
Records Service, General Services Administration, 
Washington. D.C. 20408 


•NOTE: As of July 2, 1979, all agencies In 
the Department of Transportation, will publish 
on the Monday/Thursday schedule. 


REMINDERS 


The items in this list were editorially compiled as an aid to Federal 
Register users. Inclusion or exclusion from this list has no legal 
significance. Since this list is intended as a reminder, it does not 
include effective dates that occur within 14 days of publication. 

Rules Going Into Effect Today 

INTERIOR DEPARTMENT 

Land Management Bureau- 

44158 7-27-79 / Oregon: restoration of public land laws for 

certain areas along Walla Walla River 
43470 7-25-79 / Updating of Recreation and Public Purposes Act 

provisions 

List of Public Laws 

Note: No public bills which have become law were received by the 
Office of the Federal Register for inclusion in today’s List of Public 
Laws. 

Last Listing August 17,1979. 
































Slip Laws 


Subscriptions Now Being Accepted 


96th Congress, 1st Session, 1979 

^——————■—^— 

Separate prints of Public Laws, published immediately after 
enactment, with marginal annotations, legislative history 
references, and future Statutes volume page numbers. 

Subscription Price: $130.00 per session 

(Individual laws also may be purchased from the Superintendent of 
Documents, Government Printing Office, Washington, D.C. 20402. 

Prices vary. See Reminder Section of the Federal Register 
for announcements of newly enacted laws and prices). 


SUBSCRIPTION ORDER FORM 

ENTER MY SUBSCRIPTION TO. PUBLIC LAWS |PULA-File Code 1L| 
□ $130.00 Domestic; □ $162.50 Foreign. 


PLEASE PRINT OR TYPE 


I I 


NAME—FIRST. LAST 


I | 


, . . . , COMPANY NAME OR ADDITIONAL ADDRESS LINE 

-U I I I | | | | I i I II i I I I I I I I I 


I I I I , STREET address 

i i i i j i I i i i i i i i i i i i i f [ i i i i i i i 


city 


M M I i 1 I 1 


STATE 

I I 


ZIP CODE 


:ode~) 

JjJ 


MAIL OROER FORM TO: 
Superintendent of Documents 
Government Printing Office 
Washington. D C. 20402 


(Of) COUNTRY 


□ Remittance Enclosed (Make 
checks payable to Superin¬ 
tendent of Documents) 


□ Charge to my Deposit 
Account No. 








































